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Briefings on how to use the Federal Register

For information on briefings in Washington, DC, Long
Beach and San Francisco, CA, and Anchorage, AK, see
the announcements on the inside cover of this issue and
in the Reader Aids.
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Now Available Online

Code of Federal Regulations

via

GPO Access

(Selected Volumes)

Free, easy, online access to selected Code of Federal
Regulations (CFR) volumes is now available via GPO
Access, a service of the United States Government Printing
Office (GPO). CFR titles will be added to GPO Access
incrementally throughout calendar years 1996 and 1997
until a complete set is available. GPO is taking steps so
that the online and printed versions of the CFR will be
released concurrently.

The CFR and Federal Register on GPO Access, are the
officia online editions authorized by the Administrative
Committee of the Federal Register.

New titles and/or volumes will be added to this online
service as they become available.

http://www.access.gpo.gov/naralcfr
For additiona information on GPO Access products,

services and access methods, see page |l or contact the
GPO Access User Support Team via:

O Phone: toll-free: 1-888-293-6498

O Email: gpoaccess@gpo.gov
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FEDERAL REGISTER WORKSHOP

THE FEDERAL REGISTER: WHAT IT IS AND
HOW TO USE IT

FOR: Any person who uses the Federal Register and Code of Federal

Regulations.

WHO: Sponsored by the Office of the Federal Register.
WHAT: Free public briefings (approximately 3 hours) to present:

1. The regulatory process, with a focus on the Federal Register
system and the public’s role in the development of
regulations.

2. The relationship between the Federal Register and Code
of Federal Regulations.

3. The important elements of typical Federal Register
documents.

4. An introduction to the finding aids of the FR/CFR system.

WHY: To provide the public with access to information necessary to
research Federal agency regulations which directly affect them.

There will be no discussion of specific agency regulations.

Long Beach, CA

May 20, 1997 at 9:00 am to 12:00 noon
Glenn M. Anderson Federal Building
501 W. Ocean Blvd.

Conference Room 3470

Long Beach, CA 90802

WHEN:
WHERE:

San Francisco, CA

May 21, 1997 at 9:00 am to 12:00 noon
Phillip Burton Federal Building and
Courthouse

450 Golden Gate Avenue

San Francisco, CA 94102

WHEN:
WHERE:

Anchorage, AK

May 23, 1997 at 9:00 am to 12:00 noon

Federal Building and U.S. Courthouse

222 West 7th Avenue

Executive Dining Room (Inside Cafeteria)

Anchorage, AK 99513

RESERVATIONS: For Long Beach, San Francisco, and
Anchorage workshops please call Federal
Information Center
1-800-688-9889 x 0

FOR ADDITIONAL BRIEFINGS SEE THE ANNOUNCEMENT IN READER AIDS

WHEN:
WHERE:
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Presidential Documents

Title 3—

The President

Prolamation 7003 of May 14, 1997

National Safe Boating Week, 1997

By the President of the United States of America

A Proclamation

America’s scenic waterways—the beautiful lakes, magnificent rivers, and
immense oceans at our borders—are a national treasure. Some 76 million
Americans of all ages and abilities—more than one-fourth of our Nation’s
population—take to these vast resources every year to enjoy the beauty
of the outdoors, each in his or her own way. But boaters too often forget
that, besides being relaxing and fun, boating can be dangerous.

The U.S. Coast Guard’s most recent annual statistics reveal 851 fatalities
related to recreational boating, a 13 percent increase from the previous
year. Tragically, 90 percent of those victims were not wearing a life jacket.
Because falling overboard and capsizing are the two leading causes of all
recreational boating fatalities, this safety device is essential to boating safety.
Refraining from drinking alcohol is also essential to assure safe boating,
as more than half of all boating accidents involve alcohol.

Safe-boating education, which is available through a wide variety of sources—
the U.S. Coast Guard Auxiliary, U.S. Power Squadrons, State and local
governments, and numerous private organizations—is another key to accident
prevention. Ninety percent of all boating fatalities occur on boats whose
operators had no formal boating safety instruction. By word and by example,
we must inform and educate both current and future generations of boaters
to become knowledgeable boat operators. Learn about safety equipment and
the “rules of the road.” Then follow a few simple rules: wear a life jacket;
never drink while boating; operate at safe speeds; and be alert for weather
changes.

By making safety the first priority and emphasizing the necessity for all
boaters, especially children, to wear life jackets, we can help to put tragic
boating accidents behind us and enjoy more fully the beauty and excitement
of the open water.

I commend the U.S. Coast Guard, Federal departments and agencies, States
and local governments, and the many recreational boating organizations
who are actively promoting saving lives on the water through the theme
of this year’s campaign: ‘““Life Jackets. They Float. You Don’t.”

In recognition of the importance of safe boating practices the year-round,
the Congress, by joint resolution approved June 4, 1958 (36 U.S.C. 161),
as amended, has authorized and requested the President to proclaim annually
the seven-day period prior to the Memorial Day Weekend as ‘“‘National
Safe Boating Week.”

NOW, THEREFORE, I, WILLIAM J. CLINTON, President of the United States
of America, do hereby proclaim May 17 through May 23, 1997, as National
Safe Boating Week. | encourage the Governors of the 50 States, the Common-
wealth of Puerto Rico, and officials of other areas subject to the jurisdiction
of the United States to join in observing this occasion and to urge all
Americans to practice safe boating habits not only during this week but
also throughout the year.
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[FR Doc. 97-13225
Filed 5-16-97; 8:45 am]
Billing code 3195-01-P

IN WITNESS WHEREOF, | have hereunto set my hand this fourteenth day
of May, in the year of our Lord nineteen hundred and ninety-seven, and
of the Independence of the United States of America the two hundred

and twenty-first.
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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service

7 CFR Part 947
[Docket No. FV97-947-1 IFR]

Irish Potatoes Grown in Modoc and
Siskiyou Counties, California, and in
all Counties in Oregon, Except Malheur
County; Define Fiscal Period and
Decrease Assessment Rate

AGENCY: Agricultural Marketing Service,

USDA.

ACTION: Interim final rule with request
for comments.

SUMMARY: This interim final rule
establishes, in the regulatory text, the
fiscal period of the Oregon-California
Potato Committee (Committee) to begin
July 1 of each year and end June 30 of
the following year, and decreases the
assessment rate established under
Marketing Order No. 947 for the 1997—
98 and subsequent fiscal periods. The
Committee is responsible for local
administration of the marketing order
which regulates the handling of Irish
potatoes grown in Modoc and Siskiyou
Counties, California, and in all counties
in Oregon, except Malheur County.
Authorization to assess potato handlers
enables the Committee to incur
expenses that are reasonable and
necessary to administer the program.
DATES: Effective onJuly 1, 1997.
Comments received by June 18, 1997,
will be considered prior to issuance of
a final rule.

ADDRESSES: Interested persons are
invited to submit written comments
concerning this rule. Comments must be
sent in triplicate to the Docket Clerk,
Fruit and Vegetable Division, AMS,
USDA, P.O. Box 96456, room 2525-S,
Washington, DC 20090-6456, FAX 202—
720-5698. Comments should reference
the docket number and the date and
page number of this issue of the Federal

Register and will be available for public
inspection in the Office of the Docket
Clerk during regular business hours.
FOR FURTHER INFORMATION CONTACT:
Martha Sue Clark, Marketing Order
Administration Branch, Fruit and
Vegetable Division, AMS, USDA, P.O.
Box 96456, room 2525-S, Washington,
DC 20090-6456; telephone 202—720—
9918; FAX 202-720-5698, or Teresa L.
Hutchinson, Northwest Marketing Field
Office, Fruit and Vegetable Division,
AMS, USDA, Green-Wyatt Federal
Building, room 369, 1220 Southwest
Third Avenue, Portland, OR 97204;
telephone 503-326-2724; FAX 503—
326-7440. Small businesses may request
information on compliance with this
regulation by contacting Jay Guerber,
Marketing Order Administration
Branch, Fruit and Vegetable Division,
AMS, USDA, P.O. Box 96456, room
2525-S, Washington, DC 20090-6456;
telephone 202-720-2491; FAX 202—-
720-5698.

SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Agreement
No. 114 and Order No. 947, both as
amended (7 CFR part 947) regulating the
handling of Irish potatoes grown in
Oregon-California, hereinafter referred
to as the “order.” The marketing
agreement and order are effective under
the Agricultural Marketing Agreement
Act of 1937, as amended (7 U.S.C. 601—
674), hereinafter referred to as the
“Act.”

The Department of Agriculture
(Department) is issuing this rule in
conformance with Executive Order
12866.

This rule has been reviewed under
Executive Order 12988, Civil Justice
Reform. Under the marketing order now
in effect, Oregon-California potato
handlers are subject to assessments.
Funds to administer the order are
derived from such assessments. It is
intended that the assessment rate as
issued herein will be applicable to all
assessable potatoes beginning July 1,
1997, and continuing until amended,
suspended, or terminated. This rule will
not preempt any State or local laws,
regulations, or policies, unless they
present an irreconcilable conflict with
this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c(15)(A) of the Act, any
handler subject to an order may file

with the Secretary a petition stating that
the order, any provision of the order, or
any obligation imposed in connection
with the order is not in accordance with
law and request a modification of the
order or to be exempted there from.
Such handler is afforded the
opportunity for a hearing on the
petition. After the hearing the Secretary
would rule on the petition. The Act
provides that the district court of the
United States in any district in which
the handler is an inhabitant, or has his
or her principal place of business, has
jurisdiction to review the Secretary’s
ruling on the petition, provided an
action is filed not later than 20 days
after the date of the entry of the ruling.

This rule establishes, in regulatory
text, the fiscal period of the Committee
to begin July 1 of each year and end
June 30 of the following year, and
decreases the assessment rate
established for the Committee for the
1997-98 and subsequent fiscal periods
from $0.005 to $0.004 per
hundredweight.

The Oregon-California potato
marketing order provides authority for
the Committee, with the approval of the
Department, to establish a fiscal period.
The Committee has operated under a
fiscal period of July 1 through June 30
for many years. This rule adds to the
order’s rules and regulations a
definition of the fiscal period of the
Committee to be the 12 month period
beginning July 1 and ending June 30 of
the following year, both dates inclusive.

The Oregon-California potato
marketing order also provides authority
for the Committee, with the approval of
the Department, to formulate an annual
budget of expenses and collect
assessments from handlers to administer
the program. The members of the
Committee are producers and handlers
of Oregon-California potatoes. They are
familiar with the Committee’s needs and
with the costs for goods and services in
their local area and are thus in a
position to formulate an appropriate
budget and assessment rate. The
assessment rate is formulated and
discussed in a public meeting. Thus, all
directly affected persons have an
opportunity to participate and provide
input.

For the 1996-97 and subsequent fiscal
periods, the Committee recommended,
and the Department approved, an
assessment rate that would continue in
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effect from fiscal period to fiscal period
indefinitely unless modified,
suspended, or terminated by the
Secretary upon recommendation and
information submitted by the
Committee or other information
available to the Secretary.

The Committee met on March 5, 1997,
and unanimously recommended 1997—
98 expenditures of $53,600 and an
assessment rate of $0.004 per
hundredweight of potatoes. In
comparison, last year’s budgeted
expenditures were $61,200. The
assessment rate of $0.004 is $0.001 less
than the rate currently in effect. As the
Committee’s reserve exceeds the amount
authorized in the order of one fiscal
period’s operational expenses, the
Committee voted to lower its assessment
rate and use more of the reserve to cover
its expenses. The Committee discussed
alternatives to this rule, including
alternative expenditure levels, but
recommended that the major
expenditures for the 1997-98 fiscal
period should include $30,000 for an
agreement with the Oregon Potato
Commission to provide miscellaneous
services to the Committee, $4,000 for
Committee meeting expenses, $3,000 for
staff travel, and $3,000 for investigation
and compliance. Budgeted expenses for
these items in 1996—97 were $30,000,
$4,200, $3,000, and $3,000, respectively.

The assessment rate recommended by
the Committee was derived by dividing
anticipated expenses by expected
shipments of Oregon-California
potatoes. Potato shipments for the year
are estimated at 8,500,000
hundredweight, which should provide
$34,000 in assessment income. Income
derived from handler assessments, along
with funds from the Committee’s
authorized reserve, will be adequate to
cover budgeted expenses. Funds in the
reserve will be kept within the
maximum permitted by the order.

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this action on small entities.
Accordingly, AMS has prepared this
initial regulatory flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and the rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own
behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 550
producers of Oregon-California potatoes
in the production area and
approximately 40 handlers subject to
regulation under the marketing order.
Small agricultural producers have been
defined by the Small Business
Administration (13 CFR 121.601) as
those having annual receipts less than
$500,000 and small agricultural service
firms are defined as those whose annual
receipts are less than $5,000,000. The
majority of Oregon-California potato
producers and handlers may be
classified as small entities.

This rule establishes, in the regulatory
text, the fiscal period of the Committee
to begin July 1 of each year and end
June 30 of the following year, and
decreases the assessment rate
established for the Committee and
collected from handlers for the 1997-98
and subsequent fiscal periods from
$0.005 to $0.004 per hundredweight.
The Committee unanimously
recommended 1997-98 expenditures of
$53,600 and an assessment rate of
$0.004 per hundredweight of potatoes.
The assessment rate of $0.004 is $0.001
less than the rate currently in effect. As
the Committee’s reserve exceeds the
amount authorized in the order of one
fiscal period’s operational expenses, the
Committee voted to lower its assessment
rate and use more of the reserve to cover
its expenses.

The Committee discussed alternatives
to this rule, including alternative
expenditure levels, but recommended
that the major expenditures for the
1997-98 fiscal period should include
$30,000 for an agreement with the
Oregon Potato Commission to provide
miscellaneous services to the
Committee, $4,000 for Committee
meeting expenses, $3,000 for staff travel,
and $3,000 for investigation and
compliance. The Committee also
discussed the alternative of not
decreasing the assessment rate.
However, it decided against this course
of action because continuation of the
higher rate would not allow it to bring
its operating reserve in line with the
maximum amount authorized under the
order. The reduced assessment rate will
require the Committee to use more of its
reserve for authorized expenses, and
help bring the reserve within authorized
levels.

Potato shipments for the year are
estimated at 8,500,000 hundredweight,
which should provide $34,000 in
assessment income. Income derived
from handler assessments, along with
funds from the Committee’s authorized
reserve, will be adequate to cover
budgeted expenses. Funds in the reserve

will be kept within the maximum
permitted by the order.

Recent price information indicates
that the grower price for the 1997-98
marketing season will range between
$4.00 and $7.00 per hundredweight of
potatoes. Therefore, the estimated
assessment revenue for the 1997-98
fiscal period as a percentage of total
grower revenue will range between .100
and .057 percent.

This action will reduce the
assessment obligation imposed on
handlers. While this rule will impose
some additional costs on handlers, the
costs are minimal and in the form of
uniform assessments on all handlers.
Some of the additional costs may be
passed on to producers. However, these
costs will be offset by the benefits
derived by the operation of the
marketing order. In addition, the
Committee’s meeting was widely
publicized throughout the Oregon-
California potato industry and all
interested persons were invited to
attend the meeting and participate in
Committee deliberations on all issues.
Like all Committee meetings, the March
5, 1997, meeting was a public meeting
and all entities, both large and small,
were able to express views on this issue.
Finally, interested persons are invited to
submit information on the regulatory
and informational impacts of this action
on small businesses.

This action will not impose any
additional reporting or recordkeeping
requirements on either small or large
Oregon-California potato handlers. As
with all Federal marketing order
programs, reports and forms are
periodically reviewed to reduce
information requirements and
duplication by industry and public
sector agencies.

The Department has not identified
any relevant Federal rules that
duplicate, overlap, or conflict with this
rule.

After consideration of all relevant
matter presented, including the
information and recommendation
submitted by the Committee and other
available information, it is hereby found
that this rule, as hereinafter set forth,
will tend to effectuate the declared
policy of the Act.

Pursuant to 5 U.S.C. 553, it is also
found and determined upon good cause
that it is impracticable, unnecessary,
and contrary to the public interest to
give preliminary notice prior to putting
this rule into effect, because: (1) This
action reduces the current assessment
rate; (2) the 1997-98 fiscal period begins
onJuly 1, 1997, and the marketing order
requires that the rate of assessment for
each fiscal period apply to all assessable
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potatoes handled during such fiscal
period; (3) handlers are aware of this
action which was unanimously
recommended by the Committee at a
public meeting and is similar to other
assessment rate actions issued in past
years; and (4) this interim final rule
provides a 30-day comment period, and
all comments timely received will be
considered prior to finalization of this
rule.

List of Subjects in 7 CFR Part 947

Marketing agreements, Potatoes,
Reporting and recordkeeping
requirements.

For the reasons set forth in the
preamble, 7 CFR part 947 is amended as
follows:

PART 947—IRISH POTATOES GROWN
IN MODOC AND SISKIYOU COUNTIES,
CALIFORNIA, AND IN ALL COUNTIES
IN OREGON, EXCEPT MALHEUR
COUNTY

1. The authority citation for 7 CFR
part 947 continues to read as follows:

Authority: 7 U.S.C. 601-674.
2. Anew §947.114 is added to

Subpart—Rules and Regulations to read
as follows:

§947.114 Fiscal period.

The fiscal period shall begin July 1 of
each year and end June 30 of the
following year, both dates inclusive.

§947.247 [Amended]

3. Section 947.247 is amended by
removing the words “July 1, 1996,” and
adding in its place the words “July 1,
1997,” and by removing “$0.005" and
adding in its place “$0.004.”

Dated: May 12, 1997.

Robert C. Keeney,

Director, Fruit and Vegetable Division.

[FR Doc. 97-12999 Filed 5-16-97; 8:45 am]
BILLING CODE 3410-02-P

FEDERAL DEPOSIT INSURANCE
CORPORATION

12 CFR Part 327
RIN 3064—-AB59

Assessments

AGENCY: Federal Deposit Insurance
Corporation (FDIC).
ACTION: Final rule.

SUMMARY: The FDIC is preserving the
current adjusted rate schedule for
assessments paid to the Bank Insurance
Fund (BIF) for the second semiannual
period of 1997 (July—December), and for
subsequent semiannual periods subject
to review on a semiannual basis. Absent

action by the FDIC, the BIF rates would
revert to the base rates, which are 4
basis points higher. The resulting
assessments would exceed the amount
allowed by law.

The FDIC is issuing the final rule
without prior notice and comment
under the procedure established by the
FDIC’s regulations for making limited

adjustments to base assessment rates.
The final rule removes obsolete

provisions regarding the special
assessment and pre-1997 rates, and
clarifies other provisions without
altering their substance.

EFFECTIVE DATE: Effective May 6, 1997.
FOR FURTHER INFORMATION CONTACT: Fred
Carns, Assistant Director, Division of
Insurance, (202) 898—-3930; William
Farrell, Chief, Assessment Management
Section, Division of Finance, (202) 416—
7156; Richard Osterman, Senior
Counsel, (202) 898-3523, or Jules
Bernard, Counsel, (202) 898-3731, Legal
Division, Federal Deposit Insurance
Corporation, Washington, D.C. 20429.

SUPPLEMENTARY INFORMATION:
I. The Final Rule

A. Background

In accordance with section 7(b) of the
Federal Deposit Insurance (FDI Act), 12
U.S.C. 1817(b), the FDIC has adopted a
risk-based assessment program for the
BIF. The program has two main
components. The first component is a
set of base rates that are appropriate for
the BIF over the long term. These rates,
which are presented in the BIF Base
Assessment Schedule, see 12 CFR
327.9(a)(2)(i), will be changed only after
full notice-and-comment rulemaking.
The second component is a mechanism
for making limited and relatively short-
term adjustments to the BIF base rates.
The adjustments are made by
rulemaking without prior notice and
comment, see id. 327.9(c), but are
revisited by the FDIC on a semiannual
basis. The adjusted rates are presented
in the BIF Adjusted Assessment
Schedule. See id. 327.9(b)(2)(i). The
adjusted rates are the effective ones—
that is, the rates that BIF-assessable

institutions currently pay to the BIF.1
The BIF base assessment rates are

appropriate, over the long term, to
generate assessments that maintain the

1An institution that holds BlIF-assessable deposits
must also pay an assessment to the Financing
Corporation (FICO) based on those deposits. 12
U.S.C. 1441(f)(2); see Deposit Insurance Funds Act
of 1996 (Funds Act), Pub. L. 104-208, section 2703,
110 Stat. 3009, 3009-479 et seq. (Sept. 30, 1996).
The FICO payment is separate from, and in addition
to, the BIF assessment.

The FDIC will continue to collect the FICO
assessments on the FICO’s behalf. The FDIC’s
quarterly invoices will reflect the current amount of
the FICO assessment.

BIF’s capitalization at the level
prescribed by statute. The base rates
reflect a thorough historical analysis of
FDIC experience, including
consideration of recent statutory
changes that may moderate future
deposit insurance losses (e.g., prompt
corrective action authority and the least-
cost resolution requirement). See 60 FR
42680 (Aug. 16, 1995). The BIF base
rates range from 4 basis points (bp) for
institutions in the best assessment risk
classification (1A institutions) to 31 bp
for institutions in the least favorable
one. The final rule does not alter these
rates.

Over the short term, however, the BIF
base rates would produce a continued
rise in the Bank Insurance Fund reserve
ratio (BIF reserve ratio)—that is, in the
ratio of the BIF’s net worth to the
aggregate estimated deposits that the
BIF insures. See 12 U.S.C. 1817(1)(6).
The BIF reserve ratio is currently above
the target ratio prescribed by statute,
and is rising. (See discussion at I.B.,
below). The FDIC’s Board of Directors
(Board) has therefore adopted a
temporary adjustment to the BIF base
rates. See 61 FR 64609 (Dec. 6, 1996).
The adjustment has lowered the base
rates by 4 bps. The resulting adjusted
rates (which are now in effect) range
from zero to 27 bp.

The adjustment only applies to the
current semiannual period (January-
June 1997), and expires at the end of it.
See 12 CFR 327.9(b)(2)(ii). Absent this
final rule, the effective BIF rates would
revert to the long-term rates set forth in
the BIF Base Assessment Schedule.

The final rule preserves the effective
BIF rates at their current levels for the
second semiannual period of 1997
(July—December) and indefinitely
thereafter. The final rule does so by
making an adjustment to the BIF Base
Assessment Schedule in accordance
with the procedure prescribed in id.
327.9(c). The adjustment lowers the
rates in the BIF Base Assessment
Schedule by four bp. The adjustment is
of indefinite duration, but is reviewed
semiannually.

B. Statutory and Regulatory Framework
for Adjusting the Base Assessment Rates

1. Statutory Provisions

The touchstone for setting a fund’s
assessments is the fund’s reserve ratio.
When that ratio is below the
“designated reserve ratio” (DRR),2 the

2The DRR is a target ratio that has a fixed value
for each year. The default value is 1.25 percent. The
FDIC may set a higher value under certain
Continued
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FDIC must set assessments to increase
the fund’s reserve ratio to the DRR.
When the reserve ratio is at or above the
DRR—as is now the case for the BIF—
the FDIC must set assessments to
maintain the reserve ratio at the target
DRR. 12 U.S.C. 1817(b)(2)(A)(i). The
FDIC may not generally set assessments
in excess of the amounts needed to meet
these goals. Id. 1817(b)(2)(A)(iii). But
the FDIC may set such assessments for
institutions that exhibit financial,
operational, or compliance weaknesses
or are not well capitalized. Id.
1817(b)(2)(A)(v).3

In order to determine the aggregate
amount to be collected for a fund, the
FDIC must consider: (1) The fund’s
expected operating expenses; (2) the
fund’s case resolution expenditures and
income; (3) the effect of assessments on
the earnings and capital of fund
members; and (4) any other factors that
the FDIC deems appropriate. Id.
1817(b)(2)(A)(ii).4

2. Regulatory Provisions

The FDIC has adopted a special
procedure for making limited and
relatively short-term adjustments to a
fund’s base rates in order to maintain
the fund’s reserve ratio at the target
DRR. See 12 CFR 327.9(c).

Adjustments are subject to strict
constraints. An adjustment must apply
uniformly to every rate in the base
assessment schedule. No adjustment
may, when aggregated with prior
adjustments, cause the adjusted rates to
deviate at any time from the base rates
by more than 5 bp. No one adjustment
may constitute an increase or decrease
of more than 5 bp. And no adjustment
may result in a negative assessment rate.
Id. 327.9(c)(2).

In line with the statutory
requirements for setting assessments, an
adjustment is determined by (1) the
amount of assessment revenue
necessary to maintain the fund’s reserve
ratio at the DRR, and (2) the assessment

BIF ADJUSTED ASSESSMENT SCHEDULE

schedule that would provide the
amount so needed considering the risk
profile of the institutions that pay
assessments to the fund. Id. To
determine the assessment revenue
needed for a fund, the FDIC considers
the fund’s expected operating expenses,
its case resolution expenditures and
income, the effect of assessments on the
earnings and capital of the institutions
paying assessments to the fund, and any
other relevant factors. Id. 327.9(c)(2).

C. The BIF Adjusted Assessment
Schedule

For the reasons given below, the FDIC
considers that there is no current need
for assessment income to maintain the
BIF’s reserve ratio at the target DRR.
Accordingly, the final rule adjusts the
rates in the BIF Base Assessment
Schedule by lowering each rate 4 bp,
effective July 1, 1997, thereby retaining
the rates currently in effect. The
adjusted rates are as follows:

Supervisory subgroup
Capital group
A B C
0 3 17
3 10 24
10 24 27

1. Maintaining the BIF Reserve Ratio
at the Target DRR. As of December 31,
1996 (unaudited), the latest date for
which complete data are available, the
BIF had a balance of $26.854 billion (see
Table 3) and a reserve ratio of 1.34
percent. The industry’s performance in
recent months has been strong; the
growth of the BIF reserve ratio has been
robust. Accordingly, the near-term
outlook for the BIF reserve ratio is
favorable.

Expected operating expenses.
Operating expenses were approximately
$505 million during 1996. They
averaged $42 million per month for the
year, but increased to an average of $55
million per month during the last
quarter of 1996 (a full-year equivalent
figure of $656 million). For 1997,
operating expenses are projected to be
$652 million. The savings from
corporate downsizing is offset by a
higher allocation of overhead expenses
to corporate, a result of fewer
receiverships.

conditions, but has not exercised that power. See
12 U.S.C. 1817(b)(2)(A)(iv).

3The FDIC has by regulation interpreted this
provision to embrace institutions that have an
assessment risk classification other than 1A. See 12
CFR 327.10.

Case resolution expenditures and
income. Expected case resolution
expenditures and income are reflected
in projected insurance losses, which
consist of two components: a contingent
liability for future failures, and an
allowance for losses on institutions that
have already failed. Using the FDIC’s
current estimates of failed-bank assets
and a 20 percent loss rate on such
assets, the change in the contingent
liability for future failures is estimated
to be between $100 million (low
estimate) and $300 million (high
estimate) for calendar year 1997.

While annual changes in the
allowance for losses on past failures, as
a percent of the estimated net recovery
value of closed banks,5 have been as
high as +13 percent and as low as —16
percent over the last five years, the
change in 1994 was —5.75 percent ,
+10.2 percent in 1995, and — 3.0 percent
in 1996. An estimated range of +5
percent to —5 percent was used in the
projections detailed below.

4The FDIC must base a particular institution’s
semiannual assessment on the following factors: (1)
The probability that the institution will cause a loss
to the fund, (2) the likely amount of the loss, and
(3) the fund’s revenue needs. 12 U.S.C.
1817(b)(1)(C). To that end, the FDIC assigns every

Table 1 summarizes the effect of these
assumptions on projections of the
provision for losses:

TABLE 1.—CHANGES IN CONTINGENT
LIABILITIES AND ALLOWANCE FOR
LossEs (1)

Low loss High loss
estimate estimate
(million) (million)
Contingent Li-
ability for Fu-
ture Cases ..... $100 $300
Allowance for
Losses:
Closed Banks
2) e (200) 200
Total Provision
for Losses ...... (100) 500
Notes:

(1) Both projections assume a continuation
of current economic conditions during 1997.

(2) Assumes a range of —5 percent to +5
percent of the estimated net recovery value of
closed banks ($4.34 billion as of 12/31/96).

institution to an ‘““assessment risk classification,”
and sets rates for each of the classifications. See 12
CFR 327.4 and 327.9.

5The estimated recovery value of closed banks
was $4.34 billion as of December 31, 1996.
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Table 2 summarizes the distribution
of institutions across the risk-based
assessment matrix:

income for 1997 would be $23 million
under the existing assessment rate
schedule.

Assessment Income. Based on the
distribution of the assessment base
across the BIF assessment rate matrix as
of January 1, 1997, BIF assessment

TABLE 2.—BIF ASSESSMENT BASE DISTRIBUTION (1)
[Deposits as of December 31, 1996; Supervisory Subgroup and Capital Groups in Effect January 1, 1997]

Supervisory subgroups
Capital group
A Percent B Percent C Percent

1. Well:

NUMDET .o 9,362 95.0 304 3.1 57 0.6

Base ($hillion) ......ccceeiiiiiiiiii 2,597.0 98.3 29.4 1.1 2.4 0.1
2. Adequate:

NUMDET . 84 0.9 17 0.2 15 0.2

Base ($hillion) .....cceeeviiiiiiie e 9.7 0.4 1.2 0.1 1.2 0.1
3. Under:

NUMDBET .o 0 0.0 2 0.0 11 0.1

Base ($hillion) ......ccccceeviiiiiiiii e 0.0 0.0 0.4 0.0 0.8 0.0

Estimated annual assessment revenue—$23 million

Assessment Base—$2,642 billion

Average annual assessment rate (bp)—0.09 bp

Notes: (1) “Number” reflects the number of BIF members, including BIF-member Oakar institutions; “Base” reflects all BIF-assessable depos-

its.

With 99.0 percent of the number of
institutions and 99.8 percent of the
assessment base in the three lowest
assessment risk classifications (1A, 1B
and 2A), the current distribution in the
matrix reflects little fundamental
difference from the previous period
when the percentages were 98.7 percent
and 99.2 percent, respectively. The
slightly lower number of institutions in
these three categories (down 229)
reflects continuation of industry

consolidation trends, as the overall total
declined by 247 institutions. There are
only 102 institutions outside the three
lowest assessment risk classifications
compared to 120 during the previous
period, and only 490 outside the 1A
classification as compared with 561 in
the previous period.

Interest Income. Income from the
estimated average investment portfolio
of $24.5 billion is estimated at $1.485
billion for 1997 (6.06 percent yield).

TABLE 3.—FUND BALANCE
[$ in millions]

Given a range of + or —19 bp for the
yield (5.87 percent to 6.25 percent) for
1997, based on a range for interest rate
changes of + or —100 bp, interest
income is projected to be between
$1.438 billion and $1.531 billion.

Table 3 summarizes the effects on the
fund balance of the low and high
estimates that define the ranges
assumed for interest income and
insurance losses:

Low projected | High projected
estimate estimate
Revenue 1:

AASSESSIMENES 2 ... uicuvitietieiteeteesteeteesteeseesteeseeseastessesseessesseessesseeseestees s e seess e seassenseassensenReenaeeReenseeReententeeneenteeneenean $23 $23
a1 C=Tg =S T oo 4TI PP RTRRT 1,438 1,531
LI = U R (E1 =] LU= T OO PP OPPR PPN 1,461 1,554

Expenses & Losses 1
Operating Expenses 652 652
Provision for Losses .. 500 (100)
TOtal EXPENSES & LOSSES ...uiiiiiiiiiiiiitt ettt ettt sttt et h et be bt bt e e bttt 1,152 552
Net Income? .......oovvvvvviiiiiieiieeveeeeeeeeieeas 309 1,002
Fund Balance (Unaudited)—12/31/96 26,854 26,854
Projected FUN BalAnCE——12/31/97 ......ccueiiuieiiiiiie ettt h ettt ettt et eb e sae e ekt e b e e b e nb e nab e et e annes 27,163 27,856

Notes:

1Figures are for the full year ending December 31, 1997.

2 Assumes that the current assessment rate schedule remains in effect through December 31, 1997.

3 Portfolio yield is estimated to be between 5.87 percent (low) and 6.25 percent (high), reflecting variation of + or —100 bp in interest rates.
The average invested fund balance is estimated to be $24.5 billion.

Growth of insured deposits. Insured
deposit growth has been volatile. Since
1986, annual growth of BIF-insured
deposits has been as high as 7.1 percent
and annual shrinkage as much as 2.1
percent:

BILLING CODE 6714-01-P
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Figure 1
BIF Estimated Insured Deposits
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BILLING CODE 6714-01-C Low Esti- High Esti- The estimated annual costs to BIF-
The recent trend has been toward mate 1—De- | mate2—De- assessable institutions, before taxes,

growth. Over the last two years there cember 31, | cember 31, from the existing rate schedule is $23
have been only two quarters in which million, down from the $43 million
insured deposits have shrunk, and even  Projected Fund estimate based on July 1, 1996,
then the shrinkage has been slight (.01 Balance ... $27,163 $27,856 Classifications. This decline is largely
percent and .03 percent). It is difficult ~ Estimated In- due to the assessment base of 1A
to determine whether this development sured Deposits | $2,107,819 | $1,967,298 institutions increasing from 96.8 percent
primarily reflects the incentives created ~ EsStimated BIF to 98.3 percent of the total.
by reduced BIF assessment rates, Ratio ............. 1.29 142 Additionally, the estimated total base
including the incentive for deposit- Notes: increased $148.0 billion while the 1A

shifting from the Savings Association
Insurance Fund (SAIF) to the BIF, or
whether it indicates a change in the
pattern of BIF-insured deposit growth
due to other causes. With the passage of
the Funds Act and the recent revision of
FDIC rules governing the allocation of
deposit growth or shrinkage between the
BIF and the SAIF, both of which should
inhibit deposit-shifting, the primary
causes of recent BIF-insured deposit
growth should become clearer. In the
interim, considering the experience of
the last five years taken together, the
FDIC considers that BIF-insured
deposits are likely to experience a
growth rate in the range of —2 percent
to +5 percent between year-end 1996
and year-end 1997.

Based on the projected BIF balance
and the growth of the insured deposit
base, the FDIC projects the BIF reserve
ratio to be within the range of 1.29 to
1.42 at December 31, 1997:

TABLE 4.—PROJECTED BIF RESERVE

RATIOS
[$ in millions]
December
31, 1996
Fund Balance (Unaudited) ........ $26,854
Estimated Insured Deposits ...... $2,007,447
BIF RaAtiO ...ccvveeeiiiiieeiiieeiieee 1.34

1The low estimate refers to the scenario of
lower interest income (portfolio yield: 5.87 per-
cent), higher insurance losses ($500 million)
and a higher insured deposit growth rate (+5
percent).

2The high estimate refers to the scenario of
higher interest income (portfolio yield: 6.25
percent), a reduction in insurance losses
(—$%$100 million) and a shrinkage of the in-
sured deposit base (—2 percent).

The low estimate produces a 5 bp
decrease below the December 31, 1996,
ratio. It reflects an assumed increase in
the insured deposit base (+5 percent for
1997) and a small offset from an
increase in the fund balance. (The fund
balance in the low-estimate scenario
increases because the higher projected
insurance losses still do not fully offset
interest income.) The high-estimate
scenario produces an 8 bp increase
above the December 31, 1996, ratio. It
reflects an assumed shrinkage of the
BIF-insured deposit base (—2 percent
for 1997) and a strong increase in the
BIF balance due to low insurance losses
and high interest income.

In light of recent trends and current
conditions in the banking industry, the
FDIC considers that the low-estimate
scenario is not likely to be realized.
Even if it were, however, the current
rate schedule still would be sufficient to
maintain the BIF’s reserve ratio at the
DRR through year-end 1997.

2. Impact on Institutions’ Earnings
and Capital

base increased $181.3 billion.

Institutions having approximately $45
billion in deposits, out of a total base of
approximately $2,642.0 billion (1.7
percent), will be charged a non-zero
risk-based assessment. Having
considered the impact on these
institutions’ earnings and capital, the
FDIC believes that the BIF adjusted rates
will have no unwarranted adverse
effects.

3. Assessment Schedule Needed to
Generate the Revenue

The FDIC does not presently need to
collect assessment revenues from 1A
institutions in order to maintain the BIF
reserve ratio at the DRR over the short
term.6 The FDIC is therefore lowering
the rates in the BIF Base Assessment
Schedule by four bp. The adjustment
results in an effective assessment rate
for 1A institutions of zero bp. The BIF
effective rates are set forth in the BIF
Adjusted Assessment Schedule.

D. Technical Changes

1. Removal of Pre-1997 SAIF Adjusted
Rates

The final rule removes provisions
pertaining to pre-1997 SAIF adjusted
rates. These provisions are obsolete.

6The assessments payable by non-1A institutions
reflect the amounts needed to maintain a risk-based
assessment system for the BIF.
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Removing them simplifies and clarifies
the current regulation.

During the final calendar quarter of
1996, a particular group of SAIF-
assessable institutions—namely, SAIF-
member savings associations—were
subject to a special interim set of
adjusted rates. The interim rates expired
on December 31, 1996. From the start of
1997 forward, all SAIF-assessable
institutions have been subject to the
same SAIF adjusted rates. The
references to the pre-1997 SAIF adjusted
rates—and, in particular, to the special
interim rates—are no longer needed.

The final rule does not alter either the
SAIF Base Assessment Schedule or the
SAIF Adjusted Assessment Schedule
now in effect, but merely republishes
these schedules. The effective SAIF
rates, which range from zero to 27 bp,
remain at the current levels.

2. Removal of Special-Assessment
Provisions

The final rule eliminates subpart C of
part 327, which is chiefly concerned
with the special assessment imposed by
the Funds Act. The FDIC has assessed
and collected the special assessment.
The vast majority of subpart C has
therefore become obsolete.

A few provisions of Subpart C—those
that pertain to institutions that were
exempted from the special assessment—
have a continuing vitality. The Funds
Act requires these institutions (and their
successors) to pay SAIF assessments at
the rates in effect on June 30, 1995, for
three years. Funds Act section
2702(f)(4)(A). The Funds Act also gives
the institutions (and their successors)
the power to terminate that obligation
by paying a pro rata share of the amount
otherwise due for the special
assessment. Funds Act section
2702(f)(4)(B). The final rule retains but
relocates the provisions from subpart C
that pertain to these matters.

3. Definitions

The final rule adds an introductory
phrase to 12 CFR 327.8, which sets forth
definitions. The introductory phrase
makes it clear that § 327.8’s definitions
apply throughout part 327, and not just
within subpart A.

The final rule retains the provisions,
heretofore found in subpart C, defining
“BIF” and “SAIF.”

E. Rulemaking Procedures; Effective
Date

1. The BIF Rate Adjustment

The Board is issuing this final rule in
pursuant to id. 327.9(c), which enables
the Board to adjust the rates in a fund’s
base assessment schedule without

engaging in notice-and-comment
rulemaking proceedings for each
adjustment. The final rule is therefore
effective immediately upon adoption.
The adjustment made by the final rule,
and the BIF adjusted rates specified in
the final rule, apply during the second
semiannual period of 1997 (July-
December, 1997) and subsequent
semiannual periods.

The Board has found it necessary to
establish this procedure because the
FDIC must set “‘semiannual”
assessments, see 12 U.S.C.
1817(b)(2)(A), and therefore reviews the
assessment schedule for each insurance
fund every six months. Moreover, the
FDIC “‘shall set assessments when
necessary, and only to the extent
necessary’ to maintain an insurance
fund’s reserve ratio at the DRR, or to
raise an insurance fund’s reserve ratio to
that level, id. 1817(b)(2)(A)(i);
conversely, the FDIC *‘shall not set
assessment rates in excess of the amount
needed” for those purposes, id.
1817(b)(2)(A)(iii). These twin
commands require the FDIC to respond
quickly in order to keep each fund’s
assessments commensurate with its
level of capitalization.

As discussed in more detail in the
Federal Register of December 24, 1996,
in which the FDIC established the
current procedure for adjusting the base
rates, and also in the Federal Register
of August 16, 1995, in which the FDIC
adopted its prior procedure for adjusting
the BIF base rates temporarily by means
of a Board resolution, the FDIC
recognizes and understands the concern
for the possibility of assessment rate
increases without the benefit of full
notice-and-comment rulemaking. See 61
FR 67687, 67693-67694 (Dec. 24, 1996);
see also 60 FR 42680, 42739-42740
(Aug. 16, 1995). Nevertheless, for the
reasons given below, the FDIC considers
that notice and public participation
with respect to the adjustment made by
this final rule would generally be
“impracticable, unnecessary, or contrary
to the public interest” within the
meaning of 5 U.S.C. 553(b). For the
same reasons, the FDIC considers that it
has *‘good cause’ within the meaning of
id. 553(d) to make the final rule effective
immediately, and not after a 30-day
delay.

Notice-and-comment rulemaking
procedures are ‘“‘unnecessary’’ in this
case because BIF-assessable institutions
are already on notice with respect to: (1)
The benchmark rates that are set forth
in the BIF Base Assessment Schedule;
(2) the need for making routine
semiannual adjustments to those rates;
and (3) the maximum amount of the
adjustment. In short, institutions are

fully aware that the effective rates are
subject to some limited amount of
variability, and that any variations in
the rates are directly tied to the
capitalization of the BIF.

Notice-and-comment rulemaking
procedures are also ““‘unnecessary’
because they would not provide
additional relevant information.
Institutions provide part of the needed
information in their quarterly reports of
condition. The FDIC generates the rest
of the information internally: e.g., the
current balance and expected operating
expenses of the BIF, and the BIF’s case
resolution expenditures and income.

Notice-and-comment rulemaking
procedures are “impracticable” and
‘“‘contrary to the public interest” in this
case because they are not compatible
with the need to satisfy two competing
interests. On one hand, the FDIC must
comply with the statutory directive to
maintain the BIF’s reserve ratio at the
target DRR. The FDIC must monitor the
BIF closely, and must use data that are
as current as possible to set BIF
assessments on a semiannual basis. On
the other hand, the FDIC must give
institutions adequate notice of those
assessments. In the current case, the
assessment is due on June 30. See 12
CFR 327.3(c)(2). The FDIC must issue
invoices by May 31. See id. 327.3(d)(1).
The FDIC must announce the rates—and
therefore must adopt the final rule—by
May 16. See id. 327.9(c)(4). Notice-and-
comment procedures entail delays that
are incompatible with these tight
scheduling requirements.

2. Other Changes

The other changes made by the final
rule are ““housekeeping’ measures of a
purely interpretative nature. Neither
prior notice and comment, nor a
delayed effective date, are required for
such rules. 5 U.S.C. 553(b) and (d).

I1. Paperwork Reduction Act

No collections of information
pursuant to section 3504(h) of the
Paperwork Reduction Act of 1980 (44
U.S.C. 3501 et seq.) are contained in this
rule. Accordingly, no information has
been submitted to the Office of
Management and Budget for review.

I11. Regulatory Flexibility Analysis

The Regulatory Flexibility Act (RFA),
5 U.S.C. 601 et seq., does not apply to
this rule. The RFA defines “‘rule” to
exclude “‘a rule of particular
applicability relating to rates”. Id.
601(2). The FDIC considers that the rule
is governed by this exclusion.

In addition, the legislative history of
the RFA indicates that its requirements
are inappropriate to this proceeding.
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The RFA focuses on the “impact” that
a rule will have on small entities. The
legislative history shows that the
“impact” at issue is a differential
impact—that is, an impact that places a
disproportionate burden on small
businesses:

Uniform regulations applicable to all
entities without regard to size or capability
of compliance have often had a
disproportionate adverse effect on small
concerns. The bill, therefore, is designed to
encourage agencies to tailor their rules to the
size and nature of those to be regulated
whenever this is consistent with the
underlying statute authorizing the rule. 126
Cong. Rec. 21453 (1980) (*‘Description of
Major Issues and Section-by-Section Analysis
of Substitute for S. 299”).

The final rule does not impose a
uniform cost or requirement on all
institutions regardless of size. Rather, it
imposes an assessment that is directly
proportional to each institution’s size.
Nor does the rule cause an affected
institution to incur any ancillary costs
of compliance (such as the need to
develop new recordkeeping or reporting
systems, to seek out the expertise of
specialized accountants, lawyers, or
managers) that might cause
disproportionate harm to small entities.
As a result, the purposes and objectives
of the RFA are not affected, and an
initial regulatory flexibility analysis is
not required.

IV. Riegle Community Development
and Regulatory Improvement Act

Section 302(b) of the Riegle
Community Development and
Regulatory Improvement Act of 1994
(Riegle Act) requires that, as a general
rule, new and amended regulations that
impose additional reporting, disclosure,

or other new requirements on insured
depository institutions shall take effect
on the first day of a calendar quarter.
See 12 U.S.C. 4802(b). This restriction is
inapplicable because the final rule
would not impose such additional or
new requirements. Nevertheless, the
changes made by the final rule apply
beginning July 1, 1997, in line with the
Riegle Act’s specification.

V. Congressional Review

As a general matter, when an agency
adopts a final rule, the agency must
submit to each House of Congress and
to the Comptroller General a report
containing a copy of the rule, a general
statement relating to the rule, and the
rule’s proposed effective date. 5 U.S.C.
801(a)(1). But the term *‘rule” excludes
‘““any rule of particular applicability,
including a rule that approves or
prescribes for the future rates”. Id.
804(3). The final rule is governed by this
exclusion, because the final rule sets
assessment rates and relates to the
computations associated with
assessment rates. Accordingly, the
reporting requirement of id. 801(a)(1),
and the more general requirements of id.
sections 801-808, do not apply.

List of Subjects in 12 CFR Part 327

Assessments, Bank deposit insurance,
Banks, banking, Financing Corporation,
Savings associations.

For the reasons set forth in the
preamble, the Board of Directors of the
Federal Deposit Insurance Corporation
is amending part 327 of title 12 of the
Code of Federal Regulations as follows:

PART 327—ASSESSMENTS

1. The authority citation for part 327
continues to read as follows:

BIF ADJUSTED ASSESSMENT SCHEDULE

Authority: 12 U.S.C. 1441, 1441b, 1813,
1815, 1817-1819; Pub. L. 104-208, 110 Stat.
3009-479 (12 U.S.C. 1821).

2. Section 327.8 is amended by
adding introductory text and by revising
paragraphs (f) and (g) to read as follows:

§327.8 Definitions.
For the purpose of this part 327:

* * * * *

(f) BIF; BIF member. (1) BIF. The term
BIF means the Bank Insurance Fund.

(2) BIF member. The term BIF member
means a depository institution that is a
member of the BIF.

(9) SAIF; SAIF member. (1) SAIF. The
term SAIF means the Savings
Association Insurance Fund.

(2) SAIF member. The term SAIF
member means a depository institution
that is a member of the SAIF.

* * * * *

3. Section 327.9 is amended by
revising paragraph (b) to read as follows:

§327.9 Assessment schedules.
* * * * *

(b) Adjusted assessment schedules—
(1) In general. Except as provided in
paragraph (b)(3)(ii) of this section,
institutions shall pay semiannual
assessments at the rates specified in this
paragraph (b) whenever such rates have
been prescribed by the Board.

(2) Adjusted rates for BIF members.
The Board has adjusted the BIF Base
Assessment Schedule by reducing each
rate therein by 4 basis points for the first
semiannual period of 1997 and
thereafter. Accordingly, the following
adjusted assessment schedule applies to
BIF members:

Supervisory subgroup
Capital group
A B Cc
0 3 17
3 10 24
10 24 27

(3) Adjusted rates for SAIF
members—(i) In general. The Board has
adjusted the SAIF Base Assessment
Schedule by reducing each rate therein

by 4 basis points for the first semiannual
period of 1997 and thereafter.
Accordingly, except as provided in
paragraph (b)(3)(ii) of this section, the

SAIF ADJUSTED ASSESSMENT SCHEDULE

following adjusted assessment schedule
applies to SAIF members:

Capital group

Supervisory subgroup

A B C
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SAIF ADJUSTED ASSESSMENT SCHEDULE—Continued

Capital group

Supervisory subgroup

A B C

PP 10 24 27

(i) Institutions exempt from the
special assessment—(A) Rate schedule.
An institution that, pursuant to former
§327.43 (a) or (b) as in effect on
November 27, 1996 (See 12 CFR 327.43
as revised January 1, 1997.), was exempt

from the special assessment prescribed
by 12 U.S.C. 1817 Note shall pay regular
semiannual assessments to the SAIF
from the first semiannual period of 1996
through the second semiannual period
of 1999 according to the schedule of

rates specified in former § 327.9(d)(1) as
in effect for SAIF members on June 30,
1995 (See 12 CFR 327.9 as revised
January 1, 1996.), as follows:

Supervisory subgroup
Capital group
A B C
23 26 29
26 29 30
29 30 31

(B) Termination of special rate
schedule. An institution that makes a
pro-rata payment of the special
assessment shall cease to be subject to
paragraph (b)(3)(ii)(A) of this section.
The pro-rata payment must be equal to
the following product: 16.7 percent of
the amount the institution would have
owed for the special assessment,
multiplied by the number of full
semiannual periods remaining between
the date of the payment and December
31, 1999.

* * * * *

Subpart C—[Removed]

4. Subpart C is removed.

By order of the Board of Directors.

Dated at Washington, DC, this 6th day of
May 1997.

Federal Deposit Insurance Corporation.
Robert E. Feldman,

Deputy Executive Secretary.

[FR Doc. 97-12587 Filed 5-16-97; 8:45 am]
BILLING CODE 6714-01-P

DEPARTMENT OF THE TREASURY
Office of Thrift Supervision

12 CFR Parts 543, 552, and 571
[No. 97-48]

RIN 1550-AA76

De Novo Applications for a Federal
Savings Association Charter

AGENCY: Office of Thrift Supervision,
Treasury.

ACTION: Final rule.

SUMMARY: The Office of Thrift
Supervision (OTS) is issuing its final
regulation describing the requirements
for de novo applications for federal
savings association charters. The term
‘“*de novo application” generally refers
to any application to establish a new
federal savings association, rather than
applications from existing institutions
that merely wish to convert to federal
savings association charters. This final
rule converts the agency’s existing
policy statement on de novo
applications into a regulation, conforms
the regulation to current law, and
simplifies the regulatory requirements
for establishing a de novo federal
association, thereby reducing
compliance costs.

EFFECTIVE DATE: July 1, 1997.

FOR FURTHER INFORMATION CONTACT: Gary
Masters, Financial Analyst, Corporate
Activities Division (202) 906—-6729;
Edward O’Connell, Project Manager,
Thrift Policy (202) 906-5694; Kevin
Corcoran, Assistant Chief Counsel,
Business Transactions Division, Chief
Counsel’s Office (202) 906—6962; or
Valerie J. Lithotomos, Counsel (Banking
and Finance), Regulations and
Legislation Division, Chief Counsel’s
Office, (202) 906-6439, Office of Thrift
Supervision, 1700 G Street, NW.,
Washington, D.C. 20552.

SUPPLEMENTARY INFORMATION:

l. Background

The OTS is issuing a new regulation
to revise and update its treatment of de
novo applications for federal savings
association charters.

The Federal Home Loan Bank Board
(FHLBB), the OTS’s predecessor agency,
originally promulgated a policy

statement (policy statement), which
currently appears at 12 CFR 571.6, to
explain its policies relating to the
approval of applications for de novo
federal associations. When the policy
statement was issued, the FHLBB was
the operating head of the Federal
Savings and Loan Insurance
Corporation, the insurance fund for
thrifts. At that time, de novo
applications included not only
applications for permission to organize
and requests for a federal charter, but
also applications for insurance of
accounts.

Subsequently enacted statutes,
including the Financial Institutions
Reform, Recovery, and Enforcement Act
of 19891 (FIRREA) and the Federal
Deposit Insurance Corporation
Improvement Act of 19912 (FDICIA),
made significant changes in the federal
regulatory structure for savings
associations. Under FIRREA, the OTS
succeeded to the chartering and
supervisory functions of the FHLBB, but
the insurance function was transferred
to the Federal Deposit Insurance
Corporation (FDIC). FIRREA and
FDICIA also revised much of the law
applicable to the de novo approval
process. 3 Accordingly, the OTS
determined that revisions were needed
to update and streamline the de novo
application requirements.

Accordingly, on March 6, 1995, the
OTS published in the Federal Register
a notice of proposed rulemaking

1Pub. L. 101-73, 103 Stat. 183 (1989).

2Pub. L. 102-242, 105 Stat. 2236 (1991).

3The preamble to the proposed rule included a
detailed discussion of the statutory requirements
regarding de novo applications. See 60 FR 12103
(March 6, 1995).
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revising these application
requirements.4 The OTS proposed to
codify the policy statement as a
regulation, remove obsolete and
duplicative provisions, revise minimum
capitalization and business plan
requirements, and update requirements
on management officials.

The public comment period closed on
May 5, 1995. The OTS did not receive
any comments on the proposal.
Accordingly, the final rule adopted
today is substantially similar to the
proposal, except for certain changes
intended to further reduce regulatory
burden and to enhance the clarity of the
regulation. These changes are fully
described below.

11. Description of the Final Rule

A. Recodification

The requirements governing de novo
applications for federal savings
association charters have been moved
from Part 571 (Statements of Policy) to
Part 543 (Incorporation, Organization,
and Conversion of Federal Mutual
Associations). In addition, the OTS has
incorporated these requirements into
Part 552 (Incorporation, Organization,
and Conversion of Federal Stock
Associations) by including cross-
references to Part 543. This
recodification will make the de novo
requirements easier to locate, since the
requirements will be grouped with other
corporate governance regulations, rather
than with policies affecting all savings
associations. Recodifying these
provisions as regulations also makes the
de novo provisions regulatory
requirements.

B. Scope

A bank or other depository institution
that converts to a thrift charter generally
is not a de novo federal association, as
that term is defined under the current
OTS policy statement or the new
regulation. Rather, a de novo association
is a federal savings association chartered
by the OTS, the business of which has
not been conducted previously under
any charter nor conducted in the
previous three years in substantially the
same form as is proposed by the de novo
federal association.

C. Obsolete Statutory References and
Certain Duplicative Factors

Today’s final rule adopts without
change the proposed deletions of certain
obsolete statutory references and other
duplicative provisions. The final rule
deletes requirements contained in
paragraph (b)(1) of §571.6, which
implemented former section 5(a)(2) of

41d.

the FDIA and required the OTS to
certify to the FDIC that it has considered
the factors listed under section 6 of the
FDIA.5 FDICIA eliminated this
certification requirement from the FDIA.
These pre-FDICIA certification
requirements are also contained in
current §8543.2(g)(2) and 552.2-1(b)(2),
which address the organization of
federal mutual and federal stock
institutions, respectively. These
provisions have also been deleted. Of
course, the FDIC will continue to
consider the factors listed in section 6
of the FDIA when evaluating an
application for deposit insurance.

Today’s final rule also deletes
requirements contained in §571.6(b)(2),
regarding certain factors considered in
evaluating applications to organize a
federal savings association. These
factors duplicate requirements currently
contained in 88543.2(g)(1) and 552.2—
1(b)(2).

D. Minimum Initial Capitalization
Requirement

The final rule also adopts the
proposed provisions governing the
minimum initial capitalization
requirement for de novo federal
associations. It is important to
distinguish between the minimum
initial capitalization requirement, which
applies only to de novo federal
associations at the time they commence
operations, and the standard regulatory
capital requirements, which apply to all
savings associations on a continuous
basis.6 De novo federal associations
must meet both requirements.

Under the standard regulatory capital
requirements, savings associations must
maintain prescribed minimum levels of
capital measured as a percentage of
assets. By contrast, the minimum initial
capitalization requirement for de novo
federal associations is a specified
amount. The purpose of the minimum
initial capitalization requirement is to
ensure that a de novo federal association
has a sufficient amount of capital to
launch its business successfully,
support reasonable initial growth, and
provide an adequate buffer against
losses to the deposit insurance fund.
The need for a substantial initial
capitalization is accentuated by the fact
that de novo federal associations have
no operating or supervisory history.

It is difficult to pinpoint objectively
the precise amount of start-up capital
necessary to ensure that a de novo
federal association will be able to
operate safely and soundly. However,
the OTS has concluded that the $3

512 U.S.C.A. 1816 (West 1989).
612 CFR part 567.

million initial capital requirement in the
policy statement has been too high and
may unnecessarily discourage
community groups and local investors
from seeking to establish new savings
associations. The FDIC customarily
requires a minimum of only $2 million
in start-up capital for new institutions
applying for federal deposit insurance.?
The OTS believes that this is an
effective and workable standard for the
FDIC. Accordingly, the final rule adopts
the minimum initial capitalization
requirement contained in the proposed
rule, which reduces the minimum
initial capital requirement for de novo
federal associations from $3 million to
$2 million. The OTS also has retained
the authority, at new § 543.3(b)(2), to
impose a higher or lower capital
requirement on a case-by-case basis.

E. Business Plan Requirements

Because de novo federal associations
have no operating or supervisory
history, the OTS believes that a
thorough business plan is essential to
ensuring that a de novo federal
association will be operated in a safe
and sound manner. In the proposed
rule, the OTS proposed to revise
existing business plan requirements to
consolidate certain provisions, to
update the requirements, and to delete
obsolete statutory references. The
required elements of the business plan
were clarified, including descriptions of
lending, leasing and investment activity,
plans for meeting the qualified thrift
lender (QTL) requirements, deposit,
savings and borrowing activity,
compliance with the Community
Reinvestment Act, continuation or
succession of competent management,
and information on the proposed
institution’s ability to maintain required
minimum regulatory capital levels. The
final rule adopts the proposed
provisions on business plans without
substantive change, except to delete
obsolete cross references to the QTL
regulations formerly located at § 563.50
and to state expressly that the business
plan must include any additional
information required by the OTS.

F. Composition of the Board of Directors

Proposed §543.3(d) included various
requirements governing the composition
of the de novo federal association’s
board of directors. These provisions
require that the board of directors must
be representative of the state in which
the savings association is located. In
addition, the board of directors must be
diversified, and must be composed of

7See FDIC Policy Statement, 57 FR 12822 (April
13, 1992).
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individuals meeting specified
requirements relating to their
experience, personal integrity, and
competence. Where a de novo federal
association is owned by a holding
company that does not have substantial
independent economic substance, these
additional requirements also apply to
the holding company’s board of
directors. The final rule adopts the
proposed requirements without change.

G. Policies Pertaining to Management
Officials

1. Capital Maintenance Agreements

The OTS proposed to delete existing
provisions in §571.6 governing capital
maintenance agreements and pledges of
stock. Section 571.6(d)(4) required
controlling shareholders to agree to
maintain a de novo federal association’s
required regulatory capital level under
Part 567 for a minimum of five years.
Controlling shareholders were also
prohibited from pledging more than
50% of their stock to secure borrowed
funds to finance their stock purchase for
a period of three years.8

The final rule adopts the proposed
revisions deleting these requirements.
The OTS has not required controlling
shareholders applying to charter a de
novo federal association to execute
capital maintenance agreements since
1991. The OTS has recognized that
sufficient statutory and regulatory
protections now exist to ensure that
savings associations maintain adequate
capital and to enable the OTS to address
capital deficiencies promptly and
thoroughly.® The restriction on
controlling shareholders who pledge
their stock is deleted because the
restriction is unnecessary and may be
unduly burdensome to organizers of a
de novo federal association.

2. Conflicts of Interest and Usurpation
of Corporate Opportunity

Today’s rule also adopts the proposal
to delete provisions requiring the
organizers of a de novo federal
association to file a plan identifying
areas where conflicts of interest and
abuse of corporate opportunity may
occur, and describing specific policies
and actions that the association will
institute to avoid that abuse. The OTS

8See 12 CFR 571.6(d)(3)(iii) (1996).

9Under the Prompt Corrective Action provisions
of section 38 of FDICIA (12 U.S.C.A. 18310(e)(2)(C)
(West Supp. 1996)) and implementing regulations
(12 CFR 565.5), the OTS may not approve a capital
restoration plan for any “undercapitalized”
institution unless each company that controls the
institution: (1) guarantees that the institution will
comply with the plan until the institution has been
adequately capitalized for four consecutive
quarters; and (2) provides appropriate assurances of
performance of the plan.

has made clear that directors, officers,
and other persons having the power to
direct the management of a savings
association stand in a fiduciary
relationship to the association and its
accountholders or shareholders. This
fiduciary relationship requires them to
avoid conflicts of interest and self-
dealing. The OTS regulations on
conflicts of interest and corporate
opportunity provide guidance on these
issues.10 Conflicts of interest and
usurpation of corporate opportunity also
are addressed by the statutory and
regulatory provisions governing
transactions between savings
associations and their affiliates and
insiders.11

The OTS continues to believe that the
statutory and regulatory structure
governing these areas is sufficiently
detailed. Accordingly, the final rule
does not require organizers of de novo
federal associations to file plans for
avoidance of conflicts of interest and
usurpations of corporate opportunity. Of
course, if organizers submit a business
plan that raises concerns about conflicts
of interests or usurpations of corporate
opportunity, the OTS will address such
concerns before acting on the
application.

3. Standard Approval Conditions

The OTS proposed to incorporate
standard approval conditions for de
novo federal associations into the
regulation. The final rule, however,
omits these conditions. The OTS
recognizes that, in some instances, it
may be appropriate to omit or modify
one or more standard conditions.
Accordingly, this change was made so
as to preserve regulatory flexibility and
to prevent the imposition of
unnecessary regulatory burdens.

To ensure that the public is aware of
the conditions that the OTS typically
imposes in approving de novo
applications, these conditions will be
published in the OTS Application
Processing Handbook (Handbook). The
OTS anticipates that its Handbook
guidance regarding standard conditions
will reflect the conditions suggested in
the proposed rule.

4. Oath of Director for Savings
Associations

Existing §571.6(d)(2) required each
new director of a de novo federal
association to sign an Oath of Director
for Savings Associations, and submit the
original to the Regional Director. The

10See 12 CFR 563.200 and 563.201.

11See 12 U.S.C.A. 371c, 371c-1, 375 and 375b
(West 1989 and Supp. 1996) and 12 CFR 563.41,
563.42 and 563.43. See also 12 U.S.C.A. 1468 (West
Supp. 1996).

OTS believes that this requirement is
more appropriate as guidance in the
Handbook. Moreover, the OTS is
studying the retention of this
requirement in light of the practices of
the other federal banking agencies.

I11. Executive Order 12866

The Director of the OTS has
determined that this final rule does not
constitute a **significant regulatory
action” for the purposes of Executive
Order 12866.

IV. Paperwork Reduction Act

The reporting requirements contained
in this final rule have been submitted to
and approved by the Office of
Management and Budget under OMB
Control No. 1550-0005, in accordance
with the Paperwork Reduction Act of
1980 (44 U.S.C. 3504(h)). Comments on
the collection of information should be
sent to the Office of Management and
Budget, Paperwork Reduction Project
(1550), Washington, D.C. 20503, with
copies to the Office of Thrift
Supervision, 1700 G Street, NW.,
Washington, D.C. 20552.

Respondents are not required to
respond to this collection of information
unless it displays a currently valid OMB
control number.

The reporting requirements in this
final rule are found in 12 CFR 543.3.
The information is needed by the OTS
to determine whether applicants will
operate a federal savings association in
a safe and sound manner and to reduce
the risk of loss to newly-chartered
institutions and the Savings Association
Insurance Fund.

V. Regulatory Flexibility Act Analysis

Pursuant to section 605(b) of the
Regulatory Flexibility Act, the OTS
certifies that this final rule will not have
a significant economic impact on a
substantial number of small entities.
The final rule does not impose
additional burdens or requirements
upon a small entity that files an
application to become a de novo
institution. To the contrary, the final
rule reduces burden for all de novo
federal associations, including those
that may be small businesses.

V1. Unfunded Mandates Reform Act of
1995

Section 202 of the Unfunded
Mandates Reform Act of 1995, 104 Pub.
L. 104-4 (signed into law on March 22,
1995) requires that an agency prepare a
budgetary impact statement before
promulgating a rule that includes a
federal mandate that may result in
expenditure by State, local, and tribal
governments, in the aggregate, or by the
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private sector, of $100 million or more
in one year. If the budgetary impact
statement is required, section 205 of the
Act also requires an agency to identify
and consider a reasonable number of
regulatory alternatives before
promulgating a rule. As discussed in the
preamble, this final rule is limited in
application to de novo applications for
a federal savings association charter.
The OTS has therefore determined that
the final rule will not result in
expenditure by State, local, or tribal
governments or by the private sector of
more than $100 million. Accordingly,
the Unfunded Mandates Reform Act
does not apply to this rulemaking.

List of Subjects

12 CFR Part 543

Reporting and recordkeeping
requirements, Savings associations.

12 CFR Part 552

Reporting and recordkeeping
requirements, Savings associations,
Securities.

12 CFR Part 571

Accounting, Conflict of interests,
Investments, Reporting and
recordkeeping requirements, Savings
associations.

Accordingly, the Director, Office of
Thrift Supervision, hereby amends Parts
543, 552, and 571, chapter V, title 12 of
the Code of Federal Regulations, as set
forth below:

PART 543—INCORPORATION,
ORGANIZATION, AND CONVERSION
OF FEDERAL MUTUAL
ASSOCIATIONS

1. The authority citation for part 543
continues to read as follows:

Authority: 12 U.S.C. 1462, 1462a, 1463,
1464, 1467a, 2901 et seq.

2. Section 543.2 is amended by
removing “and” at the end of paragraph
(9)(2)(iv), by removing the period at the
end of paragraph (g)(1)(v) and adding **;
and” in its place, by adding paragraph
(9)(1)(vi), by removing paragraph (9)(2)
and by redesignating paragraph (g)(3) as
paragraph (g)(2), to read as follows:

§543.2 Application for permission to
organize.
* * * * *

(9) Approval. (1) * * *

(vi) Whether the factors set forth in
8§543.3 are met, in the case of an
application that would result in the
formation of a de novo association, as
defined in §543.3(a).

* * * * *

3. Section 543.3 is added to read as

follows:

§543.3 “De novo” applications for a
Federal savings association charter.

(a) Definitions. For purposes of this
section, the term ‘““de novo association”
means any Federal savings association
chartered by the Office, the business of
which has not been conducted
previously under any charter or
conducted in the previous three years in
substantially the same form as is
proposed by the de novo association. A
““de novo applicant”” means any person
or persons who apply to establish a de
novo association.

(b) Minimum initial capitalization. (1)
A de novo association must have at least
two million dollars in initial capital
stock (stock institutions) or initial
pledged savings or cash (mutual
institutions), except as provided in
paragraph (b)(2) of this section. The
minimum initial capitalization is the
amount of proceeds net of all incurred
and anticipated securities issuance
expenses, organization expenses, pre-
opening expenses, or any expenses paid
(or funds advanced) by organizers that
are to be reimbursed from the proceeds
of a securities offering. In securities
offerings for a de novo association, all
securities of a particular class in the
initial offering shall be sold at the same
price.

(2) On a case by case basis, the
Director may, for good cause, approve a
de novo association that has less than
two million dollars in initial capital or
may require a de novo association to
have more than two million dollars in
initial capital.

(c) Business and investment plans of
de novo associations. (1) To assist the
Office in making the determinations
required under section 5(e) of the Home
Owners’ Loan Act, a de novo applicant
shall submit a business plan describing,
for the first three years of operation of
the de novo association, the major areas
of operation, including:

(i) Lending, leasing and investment
activity, including plans for meeting
Qualified Thrift Lender requirements;

(ii) Deposit, savings and borrowing
activity;

(iii) Interest-rate risk management;

(iv) Internal controls and procedures;

(v) A Community Reinvestment Act
statement, pursuant to 12 CFR part
563e, and plans for meeting the credit
needs of the proposed de novo
association’s community (including
low- and moderate-income
neighborhoods);

(vi) Projected statements of condition;

(vii) Projected statements of
operations; and

(viii) Any other information requested
by the Office.

(2) The business plan shall:

(i) Provide for the continuation or
succession of competent management
subject to the approval of the Regional
Director;

(ii) Provide that any material change
in, or deviation from, the business plan
must receive the prior approval of the
Regional Director;

(iii) Demonstrate the de novo
association’s ability to maintain
required minimum regulatory capital
under 12 CFR parts 565 and 567 for the
duration of the plan.

(d) Composition of the board of
directors. (1) A majority of a de novo
association’s board of directors must be
representative of the state in which the
savings association is located. The
Office generally will consider a director
to be representative of the state if the
director resides, works or maintains a
place of business in the state in which
the savings association is located. If the
association is located in a Metropolitan
Statistical Area (MSA), Primary
Metropolitan Statistical Area (PMSA) or
Consolidated Metropolitan Statistical
Area (CMSA) that incorporates portions
of more than one state, a director will
be considered representative of the
association’s state if he or she resides,
works or maintains a place of business
in the MSA, PMSA or CMSA in which
the association is located.

(2) The de novo association’s board of
directors must be diversified and
composed of individuals with varied
business and professional experience. In
addition, except in the case of a de novo
association that is wholly-owned by a
holding company, no more than one-
third of a board of directors may be in
closely related businesses. The
background of each director must reflect
a history of responsibility and personal
integrity, and must show a level of
competence and experience sufficient to
demonstrate that such individual has
the ability to direct the policies of the
association in a safe and sound manner.
Where a de novo association is owned
by a holding company that does not
have substantial independent economic
substance, the foregoing standards will
be applied to the board of directors of
the holding company.

(e) Management Officials. Proposed
stockholders of ten percent or more of
the stock of a de novo association will
be considered management officials of
the association for the purpose of the
Office’s evaluation of the character and
qualifications of the management of the
association. In connection with the
Office’s consideration of an application
for permission to organize and
subsequent to issuance of a Federal
savings association charter to the
association by the Office, any individual
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or group of individuals acting in concert
under 12 CFR part 574, who owns or
proposes to acquire, directly or
indirectly, ten percent or more of the
stock of an association subject to this
section, shall submit a Biographical and
Financial Report, on forms prescribed
by the Office, to the Regional Director.
(f) Supervisory transactions. This

section does not apply to any
application for a Federal savings
association charter submitted in
connection with a transfer or an
acquisition of the business or accounts
of a savings association if the Office
determines that such transfer or
acquisition is instituted for supervisory
purposes, or in connection with
applications for Federal charters for
interim de novo associations chartered
for the purpose of facilitating mergers,
holding company reorganizations, or
similar transactions.

PART 552—INCORPORATION,
ORGANIZATION, AND CONVERSION
OF FEDERAL STOCK ASSOCIATIONS

4. The authority citation for part 552
continues to read as follows:

Authority: 12 U.S.C. 1462, 1462a, 1463,
1464, 1467a.

§552.2-1 [Amended]

5. Section 552.2-1 is amended by
adding the phrase ‘““and § 543.3" after
the phrase “of 543.2" in paragraph (a),
and by removing and reserving
paragraph (b)(2).

PART 571—STATEMENTS OF POLICY

6. The authority citation for part 571
continues to read as follows:

Authority: 5 U.S.C. 552, 559; 12 U.S.C.
1462a, 1463, 1464.

§571.6 [Removed]

7. Section 571.6 is removed.

Dated: May 13, 1997.

By the Office of Thrift Supervision.
Nicolas P. Retsinas,
Director.
[FR Doc. 97-12956 Filed 5-16-97; 8:45 am]
BILLING CODE 6720-01-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 71

[Airspace Docket No. 97-ASW-01]
Removal of Class D Airspace;
Shreveport Downtown Airport, LA

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; confirmation of
effective date.

SUMMARY: This rule removes the Class D
airspace at Shreveport Downtown
Airport, LA. This removal of Class D
airspace results from the
decommissioning of the air traffic
control tower at Shreveport Downtown
Airport, Shreveport, LA. This rule
removes the Class D controlled airspace
for aircraft operation in the vicinity of
Shreveport Downtown Airport,
Shreveport, LA.
EFFECTIVE DATE: 0901 UTC, April 21,
1997.
FOR FURTHER INFORMATION CONTACT:
Donald J. Day, Airspace Branch, Air
Traffic Division, Southwest Region,
Federal Aviation Administration, Fort
Worth, TX 76193-0530, telephone: 817—
222-5593.
SUPPLEMENTARY INFORMATION: The FAA
published this final rule with a request
for comment in the Federal Register on
February 20, 1997 (62 FR 7672). The
FAA uses the direct final rulemaking
procedure for a non-controversial rule
where the FAA believes that there will
be no adverse public comment. This
final rule advised the public that
revoking of the Class D airspace would
avoid confusion on the part of pilots
flying in the vicinity of the airport and
would promote the safe and efficient
handling of air traffic in the area. No
adverse comments were anticipated,
and that unless a written adverse
comment, or a written notice of intent
to submit such an adverse comment,
were received within the comment
period, the regulation would become
effective on April 21, 1997. No adverse
comments were received, and thus this
notice confirms that this final rule was
effective on that date.

Issued in Fort Worth, TX, on May 7, 1997.
Albert L. Viselli,
Acting Manager, Air Traffic Division,
Southwest Region.
[FR Doc. 97-13070 Filed 5-16-97; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 71

[Docket No. 97-ACE-4
Amendment to Class E Airspace,
Wahoo, NE

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Direct final rule; withdrawal.

SUMMARY: This action withdraws the
Direct final rule with request for
comments which changed the Class E5
airspace area at Wahoo, NE. The direct
final rule is being withdrawn because
the airspace was previously published
in the Federal Register June 17, 1996
(61 FR 30507), as Docket Number 96—
ACE-3 and was effective August 15,
1996.

EFFECTIVE DATE: The direct final rule at
62 FR 11766 is withdrawn effective May
19, 1997.

FOR FURTHER INFORMATION CONTACT:

Kathy Randolph, Operations Branch,
ACE-530C, Federal Aviation
Administration, 601 E. 12th Street,
Kansas City, MO, 64106; telephone
(816) 426-3408.

SUPPLEMENTARY INFORMATION:
The Direct Final Rule

On March 13, 1997, a Direct final rule
with request for comments was
published in the Federal Register to
change the Class E5 airspace area at
Wahoo, NE. The Class E5 airspace was
published in the Federal Register,
March 13, 1997 (62 FR 11766), as
Docket Number 97—ACE—4 to become
effective July 17, 1997.

Conclusion

In consideration of the earlier
publication in the Federal Register on
June 17, 1996 (61 FR 30507) of the Class
ES5 airspace, action is being taken to
withdraw this direct final rule as
described in Docket Number 97-ACE—4.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Withdrawal of Direct Final Rule

Accordingly, pursuant to the
authority delegated to me, Airspace
Docket Number 97—ACE—4, as published
in the Federal Register on March 13,
1997 (62 FR 11766), is hereby
withdrawn.

Authority: 49 U.S.C. 40103, 40113, 40120;

E.O. 10854, 24 FR 9565, 3 CFR, 1959-1963
Comp., p. 389; 14 CFR 11.69.

Issued in Kansas City, MO, on March 20,
1997.

Herman J. Lyons, Jr.,

Manager, Air Traffic Division, Central Region.
[FR Doc. 97-12240 Filed 5-16-97; 8:45 am]
BILLING CODE 4910-13-M
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DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

15 CFR Part 902

50 CFR Part 600

[Docket No. 970304043-7105-02; 1.D.
021997D]

RIN 0648—-AJ59

Magnuson-Stevens Act Provisions;
Foreign Fishing Vessels in Internal
Waters; Reporting Requirements

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Final rule.

SUMMARY: NMFS implements new
reporting requirements for foreign
fishing vessels (FFV’s) operating in the
internal waters of a state. FFV’s so
authorized by the Governor of a state
may engage in fish processing and
support of U.S. fishing vessels within
the internal waters of a state in
compliance with the terms and
conditions set by the authorizing
Governor. The Magnuson-Stevens
Fishery Conservation and Management
Act (Magnuson-Stevens Act), as
amended by the Sustainable Fisheries
Act (SFA), requires that FFV’s report the
tonnage and harvest location of fish
received from vessels of the United
States. The intent of this rule is to
implement the new statutory
requirements of the Magnuson-Stevens
Act and collect landings information for
management and conservation
purposes.

DATES: Effective June 18, 1997.
ADDRESSES: Comments regarding
burden-hour estimates for the
collection-of-information requirements
contained in this final rule should be
sent to George H. Darcy, F/SF3, National
Marine Fisheries Service, 1315 East-
West Highway, Silver Spring, MD
20910, and the Office of Information
and Regulatory Affairs, Office of
Management and Budget (OMB),
Washington, D.C. 20503 (Attention:
NOAA Desk Officer).

FOR FURTHER INFORMATION CONTACT:
George H. Darcy, 301-713-2341.
SUPPLEMENTARY INFORMATION: On
October 11, 1996, the President signed
into law the SFA (Pub. L. 104-297),
which made numerous amendments to
the Magnuson-Stevens Act (16 U.S.C.
1801 et seq.). Section 112(c) of the SFA
amended section 306(c) of the
Magnuson-Stevens Act to require that

the owner or operator of a FFV engaged
in fish processing and support of U.S.
fishing vessels within the internal
waters of a state submit reports on the
tonnage of fish received from vessels of
the United States and the locations from
which such fish were harvested, in
accordance with such procedures as the
Secretary of Commerce, by regulation,
shall prescribe.

On March 20, 1997, NMFS published
a proposed rule at 62 FR 13360 revising
§600.508(f), to implement the SFA
requirements. Comments on the
proposed rule were requested through
April 21, 1997; no comments were
received and no changes to the
proposed rule have been made, except
to add the OMB control number for this
approved collection of information to 15
CFR part 902. Section 3507(c)(B)(i) of
the Paperwork Reduction Act (PRA)
requires agencies to inventory and
display a current control number
assigned by the Director, OMB, for each
agency information collection. Section
902.1(b) of 15 CFR identifies the
location of NOAA regulations for which
OMB control numbers have been issued.
This final rule amends § 902.1(b) by
adding the control number for this
collection of information. Under NOAA
Administrative Order 205-11, 7.01,
dated December 17, 1990, the Under
Secretary for Oceans and Atmosphere
has delegated to the Assistant
Administrator for Fisheries, NOAA, the
authority to sign material for
publication in the Federal Register.

Classification

This rule has been determined to be
not significant for purposes of E.O.
12866.

The Assistant General Counsel for
Legislation and Regulation of the
Department of Commerce certified to
the Chief Counsel for Advocacy of the
Small Business Administration that this
rule would not have a significant
economic impact on a substantial
number of small entities. No comments
were received regarding this
certification. As a result, a regulatory
flexibility analysis was not prepared.

Notwithstanding any other provision
of law, no person is required to respond
to, nor shall a person be subject to a
penalty for failure to comply with, a
collection of information subject to the
requirements of the PRA unless that
collection of information displays a
currently valid OMB control number.

This rule contains a collection-of-
information requirement subject to the
PRA. This collection-of-information
requirement has been approved by OMB
under OMB control number 0648—-0329.
Public reporting burden is estimated to

average 0.5 hours per response to fill out
and submit each weekly report to the
Regional Administrator, including the
time for reviewing instructions,
searching existing data sources,
gathering and maintaining the data
needed, and completing and reviewing
the collection of information. Send
comments regarding burden estimates,
or any other aspect of this data
collection, including suggestions for
reducing the burden, to NMFS and OMB
(see ADDRESSES).

List of Subjects
15 CFR Part 902

Reporting and recordkeeping
requirements.

50 CFR Part 600

Fisheries, Fishing.
Dated: May 12, 1997.
C. Karnella,

Acting Assistant Administrator for Fisheries,
National Marine Fisheries Service.

For the reasons set out in the
preamble, 15 CFR chapter IX and 50
CFR chapter VI are amended as follows:

15 CFR Chapter IX

PART 902—NOAA INFORMATION
COLLECTION REQUIREMENTS UNDER
THE PAPERWORK REDUCTION ACT:
OMB CONTROL NUMBERS

1. The authority citation for part 902
continues to read as follows:

Authority: 44 U.S.C. 3501 et seq.

2.In §902.1, paragraph (b), the table
is amended by adding in numerical
order the following entry to read as
follows:

§902.1 OMB control numbers assigned
pursuant to the Paperwork Reduction Act.

* * * * *
(b) * X *
Current
OMB
control
CFR part or section where the in- number
formation collection requirement is (all
located numbers
begin
with
0648-)
* * * * *
50 CFR
* * * * *
600.508 .....ooiiiiiieie e -0239
* * * * *
* * * * *
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50 CFR Chapter VI

PART 600—MAGNUSON ACT
PROVISIONS

3. The authority citation for part 600
continues to read as follows:

Authority: 16 U.S.C. 1801 et seq.

4. In §600.508, paragraph (f) is
revised to read as follows:

§600.508 Fishing operations.

* * * * *

(f) Internal waters. For FFV’s
authorized under section 306(c) of the
Magnuson-Stevens Act:

(1) Each FFV may engage in fish
processing and support of U.S. fishing
vessels within the internal waters of that
state in compliance with terms and
conditions set by the authorizing
Governor.

(2) The owner or operator of each FFV
must submit weekly reports on the
amount of fish received from vessels of
the United States and the location(s)
where such fish were harvested.

(i) Reports must include:

(A) Vessel identification information
for the FFV.

(B) Date of each receipt of fish.

(C) Amount of fish received, by
species.

(D) Location(s) from which the fish
received were harvested.

(ii) Owners or operators of FFV’s
processing fish in internal waters under
the provisions of this paragraph (f) must
request, from the Regional
Administrator, the requirements
regarding timing and submission of the
reports, at least 15 days prior to the first
receipt of fish from a vessel of the
United States. The Regional
Administrator shall stipulate the timing
and submission requirements in writing.

[FR Doc. 97-12988 Filed 5-16-97; 8:45 am]
BILLING CODE 3510-22-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 806
[Docket No. 91N-0396]

Medical Devices; Reports of
Corrections and Removals

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing a final
rule to establish procedures for

implementing the reports of corrections
and removals provisions of the Safe
Medical Devices Act of 1990 (the
SMDA) by requiring that manufacturers,
importers, and distributors report
promptly to FDA any corrections or
removals of a device undertaken to
reduce a risk to health posed by the
device or to remedy a violation of the
Federal Food, Drug, and Cosmetic Act
(the act) caused by the device which
may present a risk to health. FDA
believes that this action is necessary to
protect the public health by ensuring
that the agency has current and
complete information regarding those
actions taken to reduce risks to health
caused by the devices. Reports of such
actions will improve the agency’s ability
to evaluate device-related problems and
to take prompt action against potentially
dangerous devices.

DATES: Effective November 17, 1997.
Submit written comments on the
information collection provisions of this
final rule by July 18, 1997.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 12420 Parklawn Dr.,
rm. 1-23, Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT: Rosa
M. Gilmore, Center for Devices and
Radiological Health (HFZ-215), Food
and Drug Administration, 2094 Gaither
Rd., Rockville, MD 20850, 301-827—
2970.

SUPPLEMENTARY INFORMATION:

l. Background

FDA'’s reporting and recordkeeping
requirements for medical devices reflect
a series of amendments to the act (21
U.S.C. 321-394) as follows: (1) The
Medical Device Amendments of 1976
(Pub. L. 94-295) (the 1976 amendments)
which amended the act to establish the
first comprehensive framework for the
regulation of medical devices; (2) the
SMDA (Pub. L. 101-629), which
amended the act to correct noted
problems with the implementation and
enforcement of the 1976 amendments;
and (3) The Medical Device
Amendments of 1992 (Pub. L. 102-300)
(the 1992 amendments), which
amended certain provisions of the act
relating to devices.

Section 519(f) of the act (21 U.S.C.
360i(f)), as added by the SMDA,
authorizes FDA to issue regulations to
require reports and recordkeeping of
correction and removal actions taken by
device manufacturers, distributors, and
importers. Under the final rule, a
correction means the repair,
modification, adjustment, relabeling,
destruction, or inspection (including

patient monitoring) of a device without
its physical removal from its point of
use to some other location. Removal
means the physical removal of a device
from its point of use to some other
location for repair, modification,
adjustment, relabeling, destruction, or
inspection.

Under section 519(f)(1) of the act,
device manufacturers, distributors, and
importers are to report promptly to FDA
any correction or removal of a device
undertaken: (1) To reduce a risk to
health posed by the device; or (2) to
remedy a violation of the act caused by
a device which may present a risk to
health. Section 519(f)(1) of the act also
requires manufacturers, distributors,
and importers to keep records of those
corrections and removals that are not
required to be reported to FDA. Section
519(f)(2) of the act provides that no
report of a correction or removal action
under section 519(f)(1) may be required
if a report of the correction or removal
action is required and has been
submitted to FDA under section 519(a),
which prescribes rules for reporting and
keeping records of certain significant
device-related events. Section 519(f)(3)
of the act states that the terms
‘“‘correction’ and “‘removal”’ do not
include routine servicing.

The final rule provides a mechanism
for FDA to receive timely information
about potentially dangerous marketed
devices by requiring device
manufacturers, distributors, and
importers to report promptly to FDA
any correction or removal of a device
undertaken to reduce a risk to health
posed by the device, or to remedy a
violation of the act caused by the device
which may present a risk to health.
Section 519(f) of the act was enacted
because Congress was concerned that
device manufacturers, distributors, and
importers were carrying out product
corrections or removals without
notifying FDA, or without notifying the
agency in a timely fashion (H. Rept. 808,
101st Cong., 2d sess. 29 (1990)).
Congress explained that industry’s
failure to report corrections and
removals, particularly those undertaken
to reduce risks associated with the use
of a device, ““denies the agency the
opportunity to fulfill its public health
responsibilities by evaluating device-
related problems and the adequacy of
corrective actions” (S. Rept. 513, 101st
Cong., 2d sess. 23 (1990)), and ““‘has
seriously interfered with FDA'’s ability
to take prompt action against potentially
dangerous devices” (H. Rept. 808, 101st
Cong., 2d sess. 29 (1990)).

The agency recognizes that Congress
did not want to overburden industry or
FDA with excessive reporting
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requirements and that the reporting
requirements apply to the ‘““more
important postmarket actions, excluding
those events already reported to the
[agency].” (S. Rept. 513, 101st Cong., 2d
sess. 23 (1990)). To ensure that FDA has
access to all relevant information on
corrections and removals, Congress
provided that records be maintained for
those corrections and removals that
need not be reported.

11. Highlights of the Final Rule

The agency has revised and clarified
certain provisions of the final
regulation. Further, the agency has
narrowed the scope of the regulation to
focus more explicitly on those
corrections and removals that address
more serious risks to health. The most
significant changes from the March 23,
1994, proposed rule (59 FR 13828) to
establish procedures to implement the
reports of corrections and removals
provisions of section 519(f) of the act
(hereinafter referred to as the March
1994 proposed rule) follow:

1. The definition of “risk to health”
has been narrowed by revising § 806.2(j)
to focus explicitly on those corrections
and removals undertaken to mitigate the
potential for adverse health
consequences. The revised definition of
“risk to health” tracks the definitions of
class I and class Il recall in §7.3(m) (21
CFR 7.3(m)).

2. Section 806.10(e) has been added to
allow a device manufacturer, importer,
or distributor to disclaim that the
submission of a required report of
correction or removal is an admission
that the device caused or contributed to
a death or serious injury.

3. Section 806.10(f) has been added to
state clearly that a remedial action that
is required and has been reported to the
agency under part 803 (21 CFR part 803)
(Medical Device Reporting), 21 CFR part
804 (Distributor Reporting), or part 1004
(21 CFR part 1004) (Repurchase,
Repairs, or Replacement of Electronic
Products) does not have to be
resubmitted to the agency as a
correction or removal report.

4. FDA has added the definition of
“market withdrawal’’ at § 806.2(h) and
has amended 8§ 806.1(b)(2) to make clear
that market withdrawals are not
reportable events.

5. The requirement in §806.10(b) to
submit reports within 10-calendar days
of initiating a correction or removal has
been changed to 10-working days.

6. The agency has established an
effective date of 180 days after
publication of the final regulation for
submission of reports of corrections and
removals.

7. The definition of ““U.S. designated
agent” has been deleted. FDA is
reconsidering the duties of foreign
manufacturers with respect to reporting
under this rule and under part 803 and
may propose a new rule to address this
issue in the future.

FDA believes that with these
revisions, the final rule incorporates
reasonable requirements that can be
implemented by the regulated industry
without unnecessary burden.

I11. Summary and Analysis of
Comments and FDA'’s Response

The March 1994 proposed rule
proposed to establish procedures to
implement the reports of corrections
and removals provisions of section
519(f) of the act. FDA received 33
comments and 2 requests for an
extension of the comment period in
response to the March 1994 proposed
rule. This total number represents
comments received from manufacturers,
distributors, trade associations,
attorneys, and one hospital. For the
most part, each comment addressed
various aspects of the March 1994
proposed rule. Several of the comments
stated that the March 1994 proposed
rule was overly broad in scope, required
the submission of unnecessary data, and
imposed undue burdens on FDA and
industry. Several comments also cited
FDA'’s failure to address in the preamble
the voluntary recall regulation, which
was published in the Federal Register of
June 16, 1978 (43 FR 26202), and the
medical device reporting (MDR)
regulation, which was published in the
Federal Register of December 11, 1995
(60 FR 63578). Some of the comments
stated that the definitions of certain
regulatory terms lacked clarity. Other
comments expressed concern regarding
public disclosure of trade secrets, and
confidential commercial and financial
information in reports of corrections
and removals submitted to FDA. FDA
did not extend the comment period. The
comments and FDA's responses are
summarized below.

1. Several comments stated that the
proposed requirements for reports of
corrections and removals should clarify
the relationship between the reports of
corrections and removals regulation and
FDA'’s voluntary recall policy in part 7
(21 CFR part 7). FDA notes that the
recall policy (including product
corrections) in part 7 was not addressed
in the preamble to the March 1994
proposed rule.

In the voluntary recall regulation,
FDA established the agency’s policy and
procedures for voluntary product
recalls. This final notice was intended
to provide guidance to manufacturers

and distributors of all products
regulated by FDA so that they could
more effectively discharge their recall
responsibilities. The voluntary
guidelines apply to all FDA-regulated
products (i.e. food, including animal
feed; drugs; medical devices, including
in vitro diagnostic products; cosmetics;
and biological products intended for
human use) except electronic products
subject to the Radiation Control for
Health and Safety Act (RCHSA) (Pub. L.
90-602) that are not medical devices,
and may be undertaken at any time by
manufacturers and distributors, or at the
request of FDA. These voluntary
guidelines remain in effect and will
supplement the reports of correction
and removal provisions of section 519(f)
of the act. If a report of correction or
removal is required under part 806 (21
CFR part 806), it must be submitted as
provided in §806.10. If a report is not
required under part 806, an entity may
voluntarily report under part 7. The
definition of *‘risk to health” in this rule
(8 806.2(j)) tracks the definitions of class
I and class Il recall in §7.3(m). The
effect of using the same language in part
806 is to require reports of corrections
and removals for class | and class Il
recalls. Under part 806, manufacturers,
importers, and distributors must keep
records of events categorized as class Il
recalls under part 7.

Section 518(e) of the act (21 U.S.C.
360h(e)) provides FDA with the
authority to initiate mandatory recall
actions if there is a reasonable
probability that a device intended for
human use would cause serious adverse
health consequences or death. In the
Federal Register of November 20, 1996
(61 FR 59004), FDA published a final
rule requiring recall of medical devices
under some circumstances. Any
corrective or removal action initiated by
an FDA order under section 518(e) of
the act need not be reported under part
806 because FDA will already be aware
that the action is taking place. In such
cases, reporting or notification
requirements of the section 518(e) order
and the recall regulation will be
applicable.

2. Comments stated that this rule
duplicates the requirements of the MDR
regulation (part 803). Other comments
stated that it is unclear which events
should be reported under the MDR
regulation.

FDA agrees that the relationship
between this final rule and the MDR
regulation warrants clarification so as to
avoid unnecessary duplication. Indeed,
section 519(f)(2) of the act prohibits
FDA from requiring a report of
correction or removal, if that same
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information has been required and has
been submitted under MDR.

Generally, there is expected to be
little overlap between these reporting
requirements. This is because MDR’s are
based on adverse events that have
occurred (i.e., deaths, serious injuries,
and malfunctions) regardless of whether
a remedial action (i.e., correction or
removal) has been undertaken by the
manufacturer or distributor. Moreover,
the MDR report, which is tied to the
adverse event itself and its possible
association with the device, will only
rarely address any remedial action taken
by the manufacturer because, in most
cases, no such remedial action has yet
occurred.

The primary area where such overlap
between the final rule and MDR would
be expected is with the 5-day MDR
report. This is because 5-day MDR
reports are required within 5 days of the
submitter becoming aware that an MDR
reportable event (i.e., death, serious
injury, or malfunction) requires
remedial action to prevent an
unreasonable risk of substantial harm to
the public health (8 803.55). Thus, by
linking the 5-day MDR reports to the
need for remedial action, information
concerning the correction or removal
will necessarily be submitted under
MDR and will not need to be
resubmitted under part 806. FDA has
modified the final rule to reflect this
(8806.10(f)).

In addition, in those rare cases where
the routine MDR reports submitted to
FDA (30-day reports for manufacturers
and 10-day reports for distributors) are
required to and do contain information
on the remedial actions taken (i.e.,
corrections or removals), then no
additional report under this final rule
needs to be submitted to the agency.

FDA notes that, under regulations
issued to implement the RCHSA, the
equivalent of a report of a correction or
removal is required under part 1004 for
electronic products which may also be
medical devices. Part 1004 requires that,
if an electronic product has a defect or
fails to meet an applicable Federal
performance standard, the manufacturer
shall, repair, replace, or refund the cost
of the electronic product. Devices for
which Federal standards are currently
in place under the RCHSA include x-ray
equipment, fluoroscopy equipment,
magnetic resonance imaging devices,
medical lasers, and ultrasound devices.

FDA believes that the information that
is required by part 1004 is sufficient
notice to FDA of a correction or
removal. Furthermore, manufacturers of
these products are familiar with the
reporting requirements of part 1004.
Therefore, on its own initiative, FDA is

modifying § 806.10(e) to state that, if a
report is required and is submitted
under part 1004 for a correction or
removal that would otherwise be
required to be reported under part 806,
no report under part 806 is required.

3. Comments questioned FDA'’s
authority to review any correction or
removal report to determine if the
correction or removal action should be
extended to other units of the same
device, other products of the same
manufacturer or distributor, or similar
products of other manufacturers and
distributors.

FDA believes that it is appropriate
and necessary, and in the interest of the
public health, for FDA to review reports
of corrections and removals to
determine if any further remedial action
such as a recall or safety alert is
required, and to further determine if
there is a need to extend the correction
or removal action to other units of the
same device, other products of the same
manufacturer, distributor, or importer,
or similar products of other
manufacturers, distributors, or
importers, which may present a similar
risk to health.

4. Some of the comments received in
response to the March 1994 proposed
rule for reports of corrections and
removals stated that manufacturers of
general purpose articles, such as
chemical reagents and laboratory
equipment, are not subject to medical
device regulations.

Under §807.65(c) (21 CFR 807.65(c)),
general purpose articles whose uses are
generally known by persons trained in
their use, unless labeled or promoted for
medical use, are exempt from
registration, listing, and premarket
notification requirements. However,
unless exempted by regulation, general
purpose articles that are medical
devices are subject to section 519(f) of
the act and to the requirements of this
rule.

The March 1994 proposed rule at
§806.1(b)(3) exempted certain actions
undertaken by manufacturers of general
purpose articles that were already
exempted from reporting under
§806.1(b)(1). The exemption that
formerly appeared at § 806.1(b)(3) does
not appear in the final rule because it is
redundant and unnecessary.

5. Comments objected that the March
1994 proposed rule does not
differentiate removals done solely upon
customer request from other removals.

Removals done solely upon customer
request (i.e., overstock, discontinued
use of the item, order error, old stock,
not current design, or perceived issues
with specific lots) that are not
performed to reduce a risk to health

posed by the device, or to remedy a
violation of the act caused by the device
that may present a risk to health, are not
removals within the meaning of section
519(f)(1) of the act. FDA has amended
§806.2 to include the definition of
“market withdrawal’” and § 806.1(b)(2)
to make clear that market withdrawals
are not reportable events. The definition
of market withdrawal in § 806.2(h)
tracks the definition in the voluntary
recall provisions in 8§ 7.3(j). The
example in §7.3(j) of “‘routine
equipment adjustments and repairs’ is
not included in new § 806.2(h) because
it would be redundant to the definition
of “routine servicing” in § 806.2(k).

6. Comments stated that it would be
redundant to require convenience kit
manufacturers to report when the
supplier of the component initiates a
correction or removal; to do so would be
redundant and no additional value
would be added to the process.

FDA agrees that duplicate reports
would be redundant, but disagrees that
the rule requires duplicate reports. Only
the person who initiates the correction
or removal is required to report.

7. Comments stated that the
manufacturer should not be required to
report if a manufacturer discovers after
removing or correcting a medical device
that the device did not pose a risk to
health or that the risk posed was no
greater than the risk described on the
labeling of the device.

A manufacturer, distributor, or
importer that initiates a correction or
removal of a device to reduce a risk to
health or remedy a violation of the act
that could present a risk to health must
submit a report to FDA within 10-
working days of initiation of the action.
In most cases, if the action has been
completed, it should have been
reported. The only way the action
would be exempt from reporting within
the required 10-working days is if it was
determined by the manufacturer,
distributor, or importer during that 10-
day period that the device did not
present a risk to health, or there was no
violation of the act that could present a
risk to health. After a report is received
by the agency, if FDA determines that
there is no health risk, or violation of
the act that could present a risk to
health, FDA would not classify the
action as a safety alert or as a recall
under part 7, but more likely as a market
withdrawal.

8. Comments stated that distributors
may not have the capacity to make the
determination as to whether a given
action is reportable. Other comments
suggested that the reports of corrections
and removals should not apply to drug
wholesalers that distribute devices
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because they have neither the authority
nor the expertise to determine health
risk or to undertake any corrections or
removals of a manufacturer’s product.
Some comments stated that the
definition of distributor in the March
1994 proposed rule is too broad.

It is clear from the statute that
Congress intended that distributors be
required to submit reports of corrections
and removals if they initiate a correction
or removal action. The agency believes
that the definition of distributor in
§806.2(f) is sufficient. Narrowing this
definition would prevent the agency
from monitoring corrective action taken
concerning adulterated or misbranded
devices.

9. Comments objected that routine
reporting by distributors would
disproportionately utilize the agency’s
resources.

Section 519(f) of the act only requires
distributors to report corrective or
removal actions if they initiate the
action and only one report for each
correction or removal is required.
Therefore, FDA does not believe that
distributor reporting will
disproportionately use the agency’s
resources.

10. Comments said that device rental
companies should be defined as
multiple distributors and not
manufacturers.

The rule does not define rental
companies as manufacturers. Rather,
companies that rent devices would fall
within the definition of “distributor”
(8 806.2(f)) for the purposes of this rule.
Manufacturers and distributors are
subject to the same requirements under
this rule to report and keep records of
corrections and removals initiated by
them.

11. Some comments stated that the
scope of the March 1994 proposed rule
for reports of corrections and removals
should apply to entities that refurbish or
recondition a device for resale.

Under section 519(f) of the act, the
requirement for reporting corrections
and removals applies to any
manufacturer, importer, or distributor of
a device, which would include a
refurbisher and a reconditioner.
Accordingly, if a refurbisher or
refinisher of a device initiates a
correction or removal, that refurbisher
or reconditioner is responsible for
reporting under part 806.

12. Some comments stated that the
reports of corrections and removals
regulation should be written to exclude
some medical devices which clearly
pose no threat to the safety of the
patient in case of label mixups.

FDA believes that the request to
exclude some medical devices which

clearly pose no threat to the safety of the
patient in case of label mixups is neither
appropriate nor necessary. If a label
mixup does not present a risk to the
public health, no report is required.

13. Comments suggested that the
proposed regulation should be narrowed
so as to focus more explicitly on those
removals and corrections undertaken to
mitigate the potential for serious illness
or serious injury. Other comments
stated that the threshold for reporting
corrections and removals is too low.

The agency believes that it is
appropriate to narrow the scope of the
regulation to focus more explicitly on
those corrections and removals initiated
to mitigate the potential for adverse
health consequences. As discussed
elsewhere in this regulation, FDA has
revised the definition of “risk to health”
(8 806.2(j)) to enable the agency to focus
its resources on more significant health
problems.

14. Comments said that FDA should
add the following explicit examples of
potential corrections and removals that
are not intended to reduce a risk to
health posed by the device or remedy a
violation of the act: (1) When no injury
has been, or is likely to be, associated
with the event; (2) when a product has
reached the end of its useful life; (3)
when a device is returned to its original
specifications due to extensive use; (4)
when no cause for the device failure can
be found following failure investigation;
(5) where the withdrawal is for the
purpose of retracting a new product line
and/or upgrading the device to a more
recent version; (6) where a request is
made to return product for a complaint
or MDR evaluation; or (7) when a device
from a batch/lot is needed to aid in the
investigation of a complaint about the
same batch/lot.

The agency believes that it is not
necessary to provide explicit examples
of potential reports of corrections and
removals that are not intended to reduce
a risk to health posed by the device or
remedy a violation of the act caused by
the device that may present a risk to
health. A firm may routinely correct or
remove its devices in the marketplace or
under its control for various reasons
other than to reduce a risk to health or
remedy a violation of the act that may
present a risk to health. However, in
response to these comments, FDA has
added the definition of “‘stock recovery”
at §806.2(l) and exempted actions
meeting this definition from the
reporting requirements at § 806.1(b)(4).
The definition of “‘stock recovery” in
§806.2(l) tracks the definition in the
voluntary recall provisions in §7.3(k).
Only actions taken by a manufacturer

can meet the definition of “‘stock
recovery.”

15. Comments said that the scope of
the March 1994 proposed rule should be
broadened to include a definition of
“device enhancement”.

The agency does not believe that it is
necessary to define “‘device
enhancement”. If a correction or
removal is initiated in order to enhance
a device in the absence of a risk to
health, no report is required. The central
question is whether there is a risk to
health and not whether the device is
enhanced. Section 806.1(b) makes it
clear that an action taken to improve a
device in the absence of a risk to health
is not a reportable event.

16. Comments said that the
requirement that only one report be
submitted for each reportable event
means that a reportable event is a
specific correction or removal program
for a defined population of devices
rather than a correction or removal of an
individual device. Other comments said
that the proposed regulation appears to
require reporting whenever a particular
device is inspected, adjusted, or
repaired in an identical way more than
once even when the triggering events
are random, are separated in time, and
no program of repair or correction is in
progress or is needed.

FDA agrees that generally, a single
correction or removal that involves
more than one device requires only one
report. However, when the triggering
events for removals or corrections are
the same but are separated in time, for
example, when consecutive lots of a
product with the same defect are not
released at the same time, separate
reports will have to be made for each
event unless the timing is such that
more than one event can be reported at
once, given the time period for reporting
in this regulation. FDA encourages
manufacturers, distributors, and
importers to consider whether it would
be appropriate to extend removal or
corrective actions performed in
response to one event to other units of
the same device or similar devices and,
in some cases, this type of investigation
may be required under part 820 (21 CFR
part 820). If multiple repairs of the same
or similar devices are undertaken as part
of a program of repair, the triggering
incident and the entire program of
repair can be submitted as one report.
The agency will require amendments
when additional devices, lots, and
batches are being added to the same
corrections or removal. This approach
provides a more efficient and effective
procedure for reporting actions that
should be considered together. FDA has
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added a new §806.10(d) to provide for
the submission of such amendments.

17. One comment states that a “‘bug
list” distributed by device
manufacturers to customers advising
them of problems associated with
software equipment used to run work
stations could be considered a
correction to software.

A manufacturer, importer, or
distributor that undertakes a corrective
or removal action for computer software
that is considered a medical device
must submit a report of such action to
FDA. If the action is taken to reduce a
risk to health or to remedy a violation
of the act that could present a risk to
health caused by computerized software
that comes within the definition of a
device, a report must be submitted;
however, it is not likely that a ““bug list”
would be considered a removal. A “‘bug
list” could be considered a correction if
it constitutes relabeling, but again,
would only be reportable if it was
undertaken to reduce a risk to health or
to remedy a violation of the act that
could present a risk to health.

18. Some comments stated that the
definition of risk to health was too
broad; that the definition of ““risk to
health” should not include the terms
“or error in the use of the device’’; that
the definition of “risk to health”” should
include ““error in the use of the device”’;
and that to impose these additional
documentation and reporting
requirements upon manufacturers adds
a significant regulatory burden.

FDA agrees that the definition of risk
to health in the March 1994 proposed
rule is too broad. The agency has
revised the definition of “‘risk to health”
at §806.2(j) to mean (1) a reasonable
probability that the use of, or exposure
to, the product will cause serious
adverse health consequences or death,
or (2) that use of, or exposure to, the
product may cause temporary or
medically reversible adverse health
consequences, or an outcome where the
probability of serious adverse health
consequences is remote. The practical
effect of adopting this revised definition
is to require reports of removals and
corrections for those corrective actions
that would be classified as class | or
class Il recalls under § 7.3(m). Moreover,
the agency intends for ‘‘serious adverse
health consequences” to have the same
meaning as ‘‘serious injury” under the
MDR rule. At §803.3(aa)(1), the MDR
rule defines serious injury to mean an
illness or injury that (1) is life-
threatening; (2) results in permanent
impairment of a body function or
permanent damage to a body structure;
or (3) necessitates medical or surgical

intervention to preclude permanent
damage to a body structure.

This definition allows FDA to allocate
its resources efficiently and precludes
an unnecessary burden on
manufacturers of reporting requirements
for extremely remote, trivial risks to the
public health. However, a correction or
removal undertaken to alleviate a risk to
health as defined by § 806.2(j) must be
reported under this section even if
caused by user error. Reports about
corrections or removals based on user
error are important to FDA'’s ability to
evaluate the problems with devices and
to take prompt action against potentially
dangerous devices.

19. Comments said that the phrase “‘to
remedy a violation of the act caused by
the device which may present a risk to
health” should be further clarified.

Action taken to remedy a violation of
the act means any action taken to bring
a device that was not in compliance
with any provision of the act into
compliance or to prevent a
noncompliance before it occurs.

20. Comments said that the
definitions of the terms ““correction”
and “‘removal’’ are overly broad and
would require reports to FDA of
thousands of service reports when a
medical device is repaired. Further,
comments said that the definition of
routine servicing is extremely vague and
open to subjective interpretation, while
others said that this definition was
overly restricted and unrealistic.

FDA believes that the definitions of
the terms “‘correction” and “‘removal”
are appropriate in scope. It is important
to emphasize that, under the final rule,
a report to FDA is required only when
a specific action is taken to reduce a risk
to health or to remedy a violation of the
act that could result in a risk to health.
Section 519(f)(3) of the act states that
the terms *‘correction’ and ““removal”
do not include routine servicing. As
defined in §806.2(k) an action is
considered “‘routine servicing” if it is
conducted in accordance with a
maintenance schedule for a device, or if
it is a repair, adjustment, or replacement
of parts in response to normal wear and
tear of a device. An action is required
to be reported only if it is specifically
initiated to reduce a risk to health or
remedy a violation of the act that could
result in a risk to health. Under
§806.1(b)(2), routine servicing is
exempt from the reporting requirements
of this regulation.

21. Comments said that the definition
of consignee is overly broad.

FDA does not agree with these
comments. FDA believes that the
definition of ‘““‘consignee’ should be
sufficiently broad to protect the public

health. A correction or removal need
only reach the level of consignee
appropriate for the situation.

22. A comment said that FDA should
clarify the definition of “*U.S. designated
agent”.

The term ““U.S. designated agent” was
first introduced in the MDR regulation
(8803.3(n)). In the Federal Register of
July 23, 1996 (61 FR 38346), FDA stayed
the effective date of the U.S. designated
agent provisions of the MDR rule and
announced that it intended to
reconsider reporting by foreign
manufacturers and issue a new proposal
in the near future. In keeping with that
announcement, FDA has deleted the
definition of “U.S. designated agent”
that appeared in the March 1994
proposed rule at § 806.2(g)(4), from the
reports of corrections and removals
regulation. Foreign firms meeting the
definition of ‘“manufacturer,”
“distributor,” or “importer” are
responsible for submitting their own
reports of corrections and removals
involving devices imported into the
United States. Failure to do so will
result in their devices being adulterated
under section 502(t) of the act (21 U.S.C.
352(t)) and may cause their devices to
be refused admission for import under
section 801(a) of the act (21 U.S.C.
381(a)).

23. One comment stated that FDA
should make the recordkeeping
requirements advisory rather than
mandatory. Another comment stated
that the preamble is confusing in that it
implies without stating that entities
must supply justification for when
reporting is not required.

FDA disagrees with these comments.
Section 519(f) of the act directs FDA to
issue regulations to require reporting
and recordkeeping of correction and
removal actions. Section 519(f)(1) of the
act requires manufacturers, distributors,
and importers to keep records of those
corrections and removals that are not
required to be reported to FDA (see S.
Rept. 513, 101st Cong., 2d sess. 23
(1990)). Section 806.20(c)(4) requires
explicitly that entities include the
justification for not reporting a
correction or removal in the records
required by this rule. These records will
be used by FDA to audit the
manufacturer’s determination that a
report of correction or removal was not
required. Similarly, §820.198 requires
manufacturers to keep records of
evaluations of complaints whether or
not they are reportable under the MDR
regulation.

24. Several comments stated that the
10-calendar days in § 806.10(b) within
which to submit a report of a correction
or removal is not enough time. Some
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comments stated that the agency should
clarify when a correction or removal is
considered to be “initiated”.

FDA agrees with these comments. In
order to allow sufficient time for
preparation of complete reports, FDA
has extended the reporting period to 10-
working days. This will allow for a
sufficient time for reporting when
holidays or weekends intervene.
However, the agency recognizes that, on
rare occasions, a manufacturer or
distributor will not be able to gather all
the information required by § 806.10 to
complete a report. Therefore, FDA has
revised the regulation by including
§806.10(b)(13) to allow manufacturers
and distributors to identify information
that is not available, provided that they
state when it will be available.

Although the SMDA does not
specifically define the term “initiation”
or “initiating”, FDA believes that the
initiation or initiating of a correction or
removal is that moment in time when a
firm makes the first contact within or
outside the firm that begins the
correction or removal action.

25. One comment stated that the
information manufacturers would be
required to report is far in excess of that
which FDA needs for a reporting
program, especially in light of the many
other controls and reporting programs
already in effect that require companies
to maintain records and/or make reports
about the same type of information.
Another comment stated that the criteria
for submission of reports of corrections
and removals are too subjective and may
be difficult to apply in actual practice.

FDA agrees with these comments and,
as noted above, has narrowed the
definition of “‘risk to health.” The final
rule, as revised, applies basically the
criteria for class | and class Il recalls
used successfully by FDA for more than
20 years under part 7.

26. One comment stated that a form
for reporting corrections and removals
would be useful, particularly if it served
as a checklist of required information
but allowed flexibility in providing the
information. The comment also stated
that it would be helpful if electronic or
disc submissions were possible. One
comment stated that a form would be
impractical as it would not allow the
flexibility necessary to accommodate
various needs. One comment developed
and submitted a form for use by the
agency.

In the March 1994 proposed rule,
FDA solicited comments regarding
whether it would be desirable to
develop a form to collect reports of
correction and removal data. FDA has
determined that a form is not necessary.
FDA believes that industry and the

agency have more flexibility without a
form without sacrificing good
information management practices.

In the Federal Register of March 20,
1997 (62 FR 13430), FDA published a
final rule that will, under certain
circumstances, permit the submission of
electronic records, electronic signatures,
and handwritten signatures executed to
electronic records as generally
equivalent to paper records and
handwritten signatures executed on
paper. The rule will apply to records
that are called for in title 21 of the Code
of Federal Regulations (CFR) when
submitted in electronic form. The
intended effect of the March 1994
proposed rule is to permit use of
electronic technologies in a manner that
is consistent with FDA’s overall mission
and that preserves the integrity of the
agency’s enforcement activities.

27. One comment stated that a
manufacturer may be admitting product
liability if the manufacturer is required
to submit a report for a correction or
removal of a device when the regulation
requiring the report is based upon “‘risk
to health”. The comment stated that the
proposed regulation should be amended
to allow a manufacturer to disclaim the
admission of risk to health associated
with a device by the mere submission of
this required report.

In response to the comment, FDA has
added §806.10(e) to the final rule
stating that a report of information
submitted by a manufacturer,
distributor, or importer (and any release
by FDA of that report or information)
does not necessarily reflect a conclusion
by the manufacturer, importer,
distributor, or FDA that the report or
information constitutes an admission
that the device caused or contributed to
a death or serious injury. A
manufacturer, distributor, or importer
need not admit, and may deny, that the
report or information submitted under
this section constitutes an admission
that the device caused or contributed to
a death or serious injury.

28. Some comments stated that the
term “‘complete” is subjective and
should be deleted from § 806.10(c)(7),
which required ““A complete description
of the event(s) giving rise to the
information reported and the corrective
or removal actions that have been, and
are expected to be, taken” (emphasis
added), and § 806.20(b)(3), which
required “A complete description of the
event giving rise to the information
reported and the corrective or removal
action that has been, and is expected to
be taken.”

FDA agrees with these comments. The
term “complete’ has been deleted from
these sections of the regulation.

29. One comment stated that the word
“inspection” should be deleted from the
definition of correction. According to
this comment, the act of inspecting is
not, per se, an event which corrects a
device. The comment said that, while an
action of correction could result from an
inspection event, the process of
determining if a correction is warranted
should not be a reportable event under
part 806.

FDA agrees an inspection that is
conducted before a determination that a
public health risk exists is not a
reportable event. However, FDA
believes that an inspection that is
initiated as a result of a public health
risk is a correction. The term
“inspection (including patient
monitoring)” is included in the
definition of ““correction” in §7.3. FDA
has in the past classified firms’
inspections that were conducted to
determine which device contained a
defective component as recall actions,
especially when a firm failed to
maintain adequate records to determine
which devices were manufactured with
a possible defect, or which consignees
received defective devices.

30. Some comments stated that the
proposed requirement with regard to the
number scheme for ““C” (correction) and
“R” (removal) type reports is not clear.
Another comment stated that FDA has
exceeded the scope of its statutory
authority in mandating a specific
reporting format for reports of
corrections and removals. Other
comments stated that manufacturers
should be provided with the option of
designating their own report numbers.
Another comment stated that requiring
the creation of an 18 character alpha-
numeric field for computer data bases to
identify, track, and retrieve associated
information in the correction or removal
report number section adds unnecessary
additional requirements to the
recordkeeping task for manufacturers,
and that perhaps the existing unique
sequence number that each
manufacturer uses to identify their
product complaints should be adequate.

FDA believes that the number scheme
for ““C”’ (corrections) and “R” (removal)
type reports should be clarified, and has
clarified the numbering system in
§806.10(c)(1). FDA does not believe that
it has exceeded its statutory authority. A
uniform numbering system for reports of
corrections and removals will assist the
agency, in filing, organizing, and
retrieving reports of corrections and
removals. By facilitating the agency’s
orderly processing of reports, a uniform
numbering system will ensure the
agency’s prompt and efficient attention
to the information submitted. Moreover,
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as discussed above in response to
comment 26, the agency has published
a rule that will permit electronic
submissions of some reports. A uniform
numbering system will greatly simplify
the storage and retrieval of electronic
reports.

31. One comment stated that the
current practice is for manufacturers or
distributors reporting a recall action to
report to the FDA district office in the
area where the manufacturer’s or
distributor’s site conducting the recall is
located. The comment stated that a
report of correction or removal should
be submitted to the FDA district office
with jurisdiction over the location of the
manufacturer that is conducting the
correction/removal action. Some
comments stated that the reports of
corrections and removals should be
submitted to the FDA district office in
which the facility coordinating the
correction or removal is located. Other
comments stated that reports should be
made to FDA headquarters rather than
to each district office.

FDA believes that reports of
corrections and removals should be sent
to the district office for the district in
which the reporting facility is located,
whether it is the distributor’s site,
manufacturing site, or the corporate
office. The district office in the
reporting facility’s district will have
direct contact with the reporting firm, as
it does now with recalling firms, and
will therefore be able to monitor the
firm’s actions more easily, and in a
timely fashion. Manufacturers,
distributors, and importers are expected
to follow company policy for
submission of reports of actions
involving multiple operations. For
foreign firms, reports should be made to
the district office of the district in which
any initial distributor of the device in
the United States is located.

32. One comment stated that the
March 1994 proposed rule will impose
significant costs on manufacturers and
distributors of medical devices. Some
comments stated that the projection of
no more than 800 reports per year
grossly underestimates the likely
number. Other comments stated that the
cost is underestimated.

FDA has revised aspects of the final
rule, in particular the definition of ““risk
to health,” as discussed above. FDA
believes that these revisions
substantially narrow the definition of
reportable events. Based on the number
of voluntary recalls reported to FDA
since 1990 and the number of
unreported recalls identified through
FDA'’s investigations, the estimate
provided in the March 1994 proposed
rule for 800 reports should be adjusted

slightly upward to 880. The agency
typically uncovers 40 unreported events
annually. FDA'’s estimates are discussed
in more detail in sections IV and V of
this document. FDA believes that the
information it has used to project the
number of reports is reliable and that
800 to 880 reports is a rational, well-
justified estimate of the number of
reports the agency will receive.

33. Some comments expressed
concern over confidentiality of the
reports of corrections and removals
submitted to FDA. For the most part,
comments recommended that FDA
delete the names, addressees, and
telephone numbers of consignees prior
to public disclosure of reports of
corrections and removals.

FDA is aware of confidentiality
concerns. For the most part, FDA is
required under the Freedom of
Information Act (FOIA) (5 U.S.C. 552),
to make reports of corrections and
removals publicly available. The public
availability of such reports is governed
by the FOIA and part 20 (21 CFR part
20). Before a report is made publicly
available in accordance with the FOIA
and part 20, FDA will delete from the
report information whose disclosure
would constitute an invasion of
personal privacy (see 5 U.S.C. 552(b)(6);
§20.63), or information that constitutes
trade secret or confidential commercial
or financial information (see 5 U.S.C.
552(b)(4); §20.61). The public
availability of the reports required by
this regulation is discussed in § 806.40.

1. Enforcement

Violations of this rule, which is
issued under the authority of sections
502, 510, 519, 520, 701, and 704 of the
act (21 U.S.C. sections 352, 360, 360i,
360j, 371, and 374), will result in
committing one or more of the following
violations of section 301 of the act:

1. Section 301(e) of the act (21 U.S.C.
331(e)), which prohibits, among other
things, the failure to establish or
maintain any record, or make any
report, required under section 519 of the
act or the refusal to permit officers or
employees designated by FDA to have
access to or verification or copying of
any such required record.

2. Section 301(f) of the act, which
prohibits the refusal to permit entry or
inspection as authorized by section 704
of the act (21 U.S.C. 374). Section 704(e)
of the act requires every person required
under section 519 of the act to maintain
records and every person who is in
charge or custody of such records, upon
request of an officer or employee
designated by FDA, to permit such
officer or employee to have access to,
and copy and verify, such records.

3. Section 301(q) of the act, which
prohibits, among other things, the
failure or refusal to furnish any material
or information required by or under
section 519 of the act or the submission
of such a report that is false or
misleading in any respect.

In addition, section 502(t)(2) of the act
deems a device to be misbranded if
there was a failure or refusal to furnish
any material or information required by
or under section 519 of the act
respecting the device. Section 301(a),
(b), (c), (g), and (k) of the act prohibit
several actions with respect to
misbranded devices. Persons who
violate section 301 of the act may be
restrained, under section 302 of the act
(21 U.S.C. 332), or may be imprisoned
or fined under section 303 of the act (21
U.S.C. 333). FDA may also seize
misbranded devices under section 304
of the act (21 U.S.C. 334).

The SMDA also added section 303(f)
to the act, which provides for the first
time that any person who fails to
demonstrate substantial compliance
with section 519(f) of the act may be
subject to civil penalties. These
penalties do not apply to any person
who commits minor violations of
section 519(f) of the act with respect to
correction reports, if such person
demonstrates substantial compliance
with section 519(f). A civil penalty may
not exceed $15,000 for a single
violation, and may not exceed
$1,000,000 for all such violations
adjudicated in a single proceeding.

I11. Environmental Impact

The agency has determined that this
action falls within the category of
actions described in 21 CFR 25.24(a)(8)
which do not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

IV. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act (5
U.S.C. 601-612). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives, and when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity. The agency
believes that this final rule is consistent
with the regulatory philosophy and
principles identified in the Executive
Order. If a rule has a significant
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economic impact on a substantial
number of small entities, the Regulatory
Flexibility Act requires agencies to
analyze regulatory options that would
minimize any significant impact of the
rule on small entities.

The final rule requires medical device
manufacturers, importers, and
distributors to report promptly to FDA
any correction or removal of a device
undertaken to reduce a risk to health
posed by the device or to remedy a
violation of the act that could present a
risk to health caused by the device. FDA
currently receives, as voluntary reports
under part 7, an estimated 800 reports
of corrections and removals each year
and typically uncovers an additional 40
unreported events. Factoring in an
additional 40 reports that FDA does not
uncover, FDA estimates that it will
receive about 880 reports of corrections
and removals under 8§ 806.10 annually
and that entities will be required to keep
records of an additional 440 events.
There are more than 20,000
manufacturers, importers, and
distributors of medical devices subject
to this rule. The large majority of
entities will not be required to submit

any reports in any particular year, and,
most likely, only the largest entities
would be required to report more than
1 or 2 events in any year. Because of the
relatively small incremental increase in
reporting and recordkeeping required by
this rule and the relatively modest costs
attendant upon that increase, the
Commissioner of Food and Drugs
certifies that the final rule will not have
a significant economic impact on a
substantial number of small entities.
The factual basis for this certification is
the estimate that the implementation of
the corrections and removals provision
will require approximately 880 reports
per year and recordkeeping of
approximately 440 events. Therefore,
under the Regulatory Flexibility Act, no
further analysis is required. FDA has
sent its certification and the factual
basis for it set out above to the Chief
Counsel for Advocacy, Small Business
Administration.

V. Paperwork Reduction Act of 1995

This final rule contains information
collection provisions that are subject to
review by the Office of Management and
Budget (OMB) under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—

3520). The title, description, and
respondent description of the
information collection provisions are
shown below with an estimate of the
annual reporting and recordkeeping
burden. Included in the estimate is the
time for reviewing instructions,
searching existing data sources,
gathering and maintaining the data
needed, and completing and reviewing
the collection of information.

Title: Reports of Corrections and
Removals for Manufacturers, Importers,
and Distributors of Medical Devices.

Description: This regulation
establishes the procedures for
implementing the reports of corrections
and removals provisions of the SMDA.
The purpose of this regulation is to
protect the public health by permitting
FDA to promptly receive information
about devices that have been corrected
or removed to avert a risk to health or
to remedy a violation of the act that
could present a risk to health. The
collection of this information is required
by section 519(f) of the act.

Description of Respondents:
Businesses or other for profit
organizations.

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN

21 CFR Section T Fr%c?e\{e:ﬁ por | TelAnual | Housper 1ol ous
806.10 880 1 880 10 8,800
TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN
21 CFR Section R No. of Freé?ur:annL::a;/I per Total Annual Hours per Total Hours
ecordkeepers Recordkeeping Records Recordkeeper
806.20 440 1 440 10 4,400

There are no capital or operating and maintenance costs expected as a result of this final rule.

Although the March 1994 proposed
rule provided a 90-day comment period
under the Paperwork Reduction Act of
1980, and this final rule is based on
comments received, the proposed rule
has not been previously available to
OMB for review. FDA invites comments
on: (1) Whether the proposed collection
of information is necessary for the
proper performance of FDA'’s functions,
including whether the information will
have practical utility; (2) the accuracy of
FDA'’s estimate of the burden of the
proposed collection of information,
including the validity of the
methodology and assumptions used; (3)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (4) ways to minimize the

burden of the collection of information
on respondents, including through use
of automated collection techniques,
when appropriate, and other forms of
information technology.

Although the reporting burden
estimate in the March 1994 proposed
rule was 8,000 hours, based on an
evaluation of the agency’s recent
experience with the voluntary recall
rule and the MDR rule, FDA now
estimates that the annual reporting
burden for respondents in §806.10 is
8,800 hours. The adjusted total
estimated annual recordkeeping burden
is now 4,400 hours (Table 1).

Individuals and organizations
desiring to submit comments regarding
FDA'’s burden estimates or any aspects

of the information collection provisions
of the final rule should do so by July 18,
1997. These comments should be
directed to FDA’s Dockets Management
Branch (address above).

At the close of the 60-day comment
period, FDA will review the comments
received, revise the information
collection provisions as necessary, and
submit these provisions to OMB for
review. FDA will publish a notice in the
Federal Register when the information
collection provisions are submitted to
OMB, and an opportunity for public
comment to OMB will be provided at
that time. Prior to the effective date of
this final rule, FDA will publish a notice
in the Federal Register of OMB’s
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decision to approve, modify, or
disapprove the information collection
provisions. An agency may not conduct
or sponsor, and a person is not required
to respond to, a collection of
information unless it displays a
currently valid OMB control number.

List of Subjects in 21 CFR Part 806

Corrections and removals, Medical
devices, Reporting and recordkeeping
requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 806 is
added to read as follows:

PART 806—MEDICAL DEVICE
CORRECTIONS AND REMOVALS

Subpart A—General Provisions

Sec.
806.1 Scope.
806.2 Definitions.

Subpart B—Reports and Records

806.10 Reports of corrections and removals.

806.20 Records of corrections and removals
not required to be reported.

806.30 FDA access to records.

806.40 Public availability of reports.

Authority: Secs. 502, 510, 519, 520, 701,
and 704 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 352, 360, 360i, 360j,
371, 374).

Subpart A—General Provisions

§806.1 Scope.

(a) This part implements the
provisions of section 519(f) of the
Federal Food, Drug, and Cosmetic Act
(the act) requiring device manufacturers
and distributors, including importers, to
report promptly to the Food and Drug
Administration (FDA) certain actions
concerning device corrections and
removals, and to maintain records of all
corrections and removals regardless of
whether such corrections and removals
are required to be reported to FDA.

(b) The following actions are exempt
from the reporting requirements of this
part:

(1) Actions undertaken by device
manufacturers and distributors,
including importers, to improve the
performance or quality of a device but
that do not reduce a risk to health posed
by the device or remedy a violation of
the act caused by the device.

(2) Market withdrawals as defined in
§806.2(h).

(3) Routine servicing as defined in
§806.2(K).

(4) Stock recoveries as defined in
§806.2(1).

§806.2 Definitions.

As used in this part:

(a) “*Act” means the Federal Food,
Drug, and Cosmetic Act.

(b) “Agency” or “FDA” means the
Food and Drug Administration.

(c) “Consignee’ means any person or
firm that has received, purchased, or
used a device subject to correction or
removal.

(d) “Correction’”” means the repair,
modification, adjustment, relabeling,
destruction, or inspection (including
patient monitoring) of a device without
its physical removal from its point of
use to some other location.

(e) ““‘Correction or removal report
number’” means the number that
uniquely identifies each report
submitted.

(f) “Distributor’” means any person,
including any person who imports a
device into the United States, who
furthers the marketing of a device from
the original place of manufacture to the
person who makes final delivery or sale
to the ultimate user, but who does not
repackage or otherwise change the
container, wrapper, or labeling of the
device or device package.

(9) “*Manufacturer” means any person
who manufactures, prepares,
propagates, compounds, assembles, or
processes a device by chemical,
physical, biological, or other
procedures. The term includes any
person who:

(1) Repackages or otherwise changes
the container, wrapper, or labeling of a
device in furtherance of the distribution
of the device from the original place of
manufacture to the person who makes
final delivery or sale to the ultimate user
or consumer;

(2) Initiates specifications for devices
that are manufactured by a second party
for subsequent distribution by the
person initiating the specifications; or

(3) Manufactures components or
accessories which are devices that are
ready to be used and are intended to be
commercially distributed and are
intended to be used as is, or are
processed by a licensed practitioner or
other qualified person to meet the needs
of a particular patient.

(h) “Market withdrawal’” means a
correction or removal of a distributed
device that involves a minor violation of
the act that would not be subject to legal
action by FDA or that involves no
violation of the act, e.g., normal stock
rotation practices.

(i) “Removal’” means the physical
removal of a device from its point of use
to some other location for repair,
modification, adjustment, relabeling,
destruction, or inspection.

() “Risk to health”” means

(1) A reasonable probability that use
of, or exposure to, the product will
cause serious adverse health
consequences or death; or

(2) That use of, or exposure to, the
product may cause temporary or
medically reversible adverse health
consequences, or an outcome where the
probability of serious adverse health
consequences is remote.

(k) “Routine servicing’” means any
regularly scheduled maintenance of a
device, including the replacement of
parts at the end of their normal life
expectancy, e.g., calibration,
replacement of batteries, and responses
to normal wear and tear. Repairs of an
unexpected nature, replacement of parts
earlier than their normal life
expectancy, or identical repairs or
replacements of multiple units of a
device are not routine servicing.

() ““Stock recovery’” means the
correction or removal of a device that
has not been marketed or that has not
left the direct control of the
manufacturer, i.e., the device is located
on the premises owned, or under the
control of, the manufacturer, and no
portion of the lot, model, code, or other
relevant unit involved in the corrective
or removal action has been released for
sale or use.

Subpart B—Reports and Records

§806.10 Reports of corrections and
removals.

(a) Each device manufacturer,
importer, or distributor shall submit a
written report to FDA of any correction
or removal of a device initiated by such
manufacturer or distributor if the
correction or removal was initiated:

(1) To reduce a risk to health posed
by the device; or

(2) To remedy a violation of the act
caused by the device which may present
a risk to health unless the information
has already been provided as set forth
in paragraph (f) of this section or the
corrective or removal action is exempt
from the reporting requirements under
§806.1(b).

(b) The manufacturer, importer, or
distributor shall submit any report
required by paragraph (a) of this section
within 10-working days of initiating
such correction or removal. The report
shall be submitted to the appropriate
FDA district office listed in §5.115 of
this chapter. A foreign manufacturer or
owner or operator of devices must
submit reports of corrective or removal
actions.

(c) The manufacturer, importer, or
distributor shall include the following
information in the report:

(1) The seven digit registration
number of the entity responsible for
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submission of the report of corrective or
removal action (if applicable), the
month, day, and year that the report is
made, and a sequence number (i.e., 001
for the first report, 002 for the second
report, 003 etc.), and the report type
designation “C” or “R”. For example,
the complete number for the first
correction report submitted on June 1,
1997, will appear as follows for a firm
with the registration number 1234567:
1234567-6/1/97-001-C. The second
correction report number submitted by
the same firm on July 1, 1997, would be
1234567-7/1/97-002-C etc. For
removals, the number will appear as
follows: 1234567-6/1/97-001-R and
1234567-7/1/97-002-R, etc. Firms that
do not have a seven digit registration
number may use seven zeros followed
by the month, date, year, and sequence
number (i.e. 0000000-6/1/97-001—C for
corrections and 0000000-7/1/97-001-R
for removals). Reports received without
a seven digit registration number will be
assigned a seven digit central file
number by the district office reviewing
the reports.

(2) The name, address, and telephone
number of the manufacturer, importer,
or distributor and the name, title,
address, and telephone number of the
manufacturer, importer, or distributor’s
representative responsible for
conducting the device correction or
removal.

(3) The brand name and the common
name, classification name, or usual
name of the device and the intended use
of the device.

(4) Marketing status of the device, i.e.,
any applicable premarket notification
number, premarket approval number, or
indication that the device is a
preamendments device, and the device
listing number. A manufacturer,
importer, or distributor that does not
have an FDA establishment registration
number shall indicate in the report
whether it has ever registered with FDA.

(5) The model, catalog, or code
number of the device and the
manufacturing lot or serial number of
the device or other identification
number.

(6) The manufacturer’s name, address,
telephone number, and contact person if
different from that of the person
submitting the report.

(7) A description of the event(s) giving
rise to the information reported and the
corrective or removal actions that have
been, and are expected to be taken.

(8) Any illness or injuries that have
occurred with use of the device. If
applicable, include the medical device
report numbers.

(9) The total number of devices
manufactured or distributed subject to

the correction or removal and the
number in the same batch, lot, or
equivalent unit of production subject to
the correction or removal.

(10) The date of manufacture or
distribution and the device’s expiration
date or expected life.

(11) The names, addresses, and
telephone numbers of all domestic and
foreign consignees of the device and the
dates and number of devices distributed
to each such consignee.

(12) A copy of all communications
regarding the correction or removal and
the names and addresses of all
recipients of the communications not
provided in accordance with paragraph
(c)(11) of this section.

(13) If any required information is not
immediately available, a statement as to
why it is not available and when it will
be submitted.

(d) If, after submitting a report under
this part, a manufacturer, distributor, or
importer determines that the same
correction or removal should be
extended to additional lots or batches of
the same device, the manufacturer,
distributor, or importer shall within 10-
working days of initiating the extension
of the correction or removal, amend the
report by submitting an amendment
citing the original report number
assigned according to paragraph (c)(1) of
this section, all of the information
required by paragraph (c)(2), and any
information required by paragraphs
(c)(3) through (c)(12) of this section that
is different from the information
submitted in the original report. The
manufacturer, distributor, or importer
shall also provide a statement in
accordance with paragraph (c)(13) of
this section for any required information
that is not readily available.

(e) A report submitted by a
manufacturer, distributor, or importer
under this section (and any release by
FDA of that report or information) does
not necessarily reflect a conclusion by
the manufacturer, distributor, importer,
or FDA that the report or information
constitutes an admission that the device
caused or contributed to a death or
serious injury. A manufacturer,
distributor, or importer need not admit,
and may deny, that the report or
information submitted under this
section constitutes an admission that
the device caused or contributed to a
death or serious injury.

(f) No report of a correction or
removal is required under this part, if a
report of the correction or removal is
required and has been submitted under
parts 803, 804, or 1004 of this chapter.

§806.20 Records of corrections and
removals not required to be reported.

(a) Each device manufacturer,
importer, or distributor who initiates a
correction or removal of a device that is
not required to be reported to FDA
under 8806.10 shall keep a record of
such correction or removal.

(b) Records of corrections and
removals not required to be reported to
FDA under §806.10 shall contain the
following information:

(1) The brand name, common or usual
name, classification, name and product
code if known, and the intended use of
the device.

(2) The model, catalog, or code
number of the device and the
manufacturing lot or serial number of
the device or other identification
number.

(3) A description of the event(s) giving
rise to the information reported and the
corrective or removal action that has
been, and is expected to be taken.

(4) Justification for not reporting the
correction or removal action to FDA,
which shall contain conclusions and
any followups, and be reviewed and
evaluated by a designated person.

(5) A copy of all communications
regarding the correction or removal.

(c) The manufacturer, importer, or
distributor shall retain all records
required under this section for a period
of 2 years beyond the expected life of
the device, even if the manufacturer,
importer, or distributor has ceased to
manufacture, import, or distribute the
device. Records required to be
maintained under paragraph (b) of this
section must be transferred to the new
manufacturer, importer, or distributor of
the device and maintained for the
required period of time.

§806.30 FDA access to records.

Each device manufacturer, importer,
or distributor required under this part to
maintain records concerning corrections
or removals and every person who is in
charge or custody of such records shall,
upon request of an officer or employee
designated by FDA and under section
704(e) of the act, permit such officer or
employee at all reasonable times to have
access to, and to copy and verify, such
records and reports.

§806.40 Public availability of reports.

(a) Any report submitted under this
part is available for public disclosure in
accordance with part 20 of this chapter.

(b) Before public disclosure of a
report, FDA will delete from the report:

(1) Any information that constitutes
trade secret or confidential commercial
or financial information under § 20.61 of
this chapter; and
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(2) Any personnel, medical, or similar
information, including the serial
numbers of implanted devices, which
would constitute a clearly unwarranted
invasion of personal privacy under
§20.63 of this chapter or 5 U.S.C.
552(b)(6); provided, that except for the
information under § 20.61 of this
chapter or 5 U.S.C. 552(b)(4), FDA will
disclose to a patient who requests a
report all the information in the report
concerning that patient.

Dated: May 9, 1997.
William B. Schultz,
Deputy Commissioner for Policy.
[FR Doc. 97-13064 Filed 5-16-97; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF TRANSPORTATION

National Highway Traffic Safety
Administration

23 CFR Part 1327

[Docket No. 84—02; Notice 11]

RIN 2127-AG21

Procedures for Participating In and
Receiving Data From the National

Driver Register Problem Driver Pointer
System

AGENCY: National Highway Traffic
Safety Administration (NHTSA), DOT.

ACTION: Interim final rule; request for
comments.

SUMMARY: This interim final rule
amends the agency’s National Driver
Register (NDR) regulations to implement
an amendment made by the Pilot
Records Improvement Act of 1996. The
amendment authorizes air carriers to
receive information from the National
Driver Register (NDR) regarding the
motor vehicle driving records of
individuals who are seeking
employment with an air carrier as a
pilot. This interim final rule establishes
the procedures for those pilots to
request, and for those air carriers to
receive, NDR information.

DATES: This interim final rule becomes
effective on May 19, 1997. Comments on
this interim final rule are due no later
than July 18, 1997.

ADDRESSES: Written comments should
refer to the docket number and the
number of this notice and be submitted
(preferably in ten copies) to: Docket
Section, National Highway Traffic
Safety Administration, Room 5109,
Nassif Building, 400 Seventh Street,
SW., Washington, DC 20590. (Docket
hours are from 9:30 a.m. to 4 p.m.)

FOR FURTHER INFORMATION CONTACT: Mr.
William Holden, Chief, Traffic Records

and Driver Register Division, NTS-32,
National Highway Traffic Safety
Administration, 400 Seventh Street SW.,
Washington, DC 20590; telephone (202)
366—-4800 or Ms. Heidi L. Coleman,
Assistant Chief Counsel for General
Law, Office of Chief Counsel, NCC-30,
National Highway Traffic Safety
Administration, 400 Seventh Street SW.,
Washington, DC 20590; telephone (202)
366-1834.

SUPPLEMENTARY INFORMATION: The
National Driver Register (NDR) is a
central file of information on
individuals whose licenses to operate a
motor vehicle have been denied,
revoked, suspended, or canceled, for
cause, or who have been convicted of
certain serious traffic-related violations,
such as racing on the highways or
driving while impaired by alcohol or
other drugs.

As provided in the NDR Act of 1982,
as amended, 49 U.S.C. 30301, et seq.,
State chief driver licensing officials are
authorized to request and receive
information from the NDR for driver
licensing and driver improvement
purposes. When an individual applies
for a driver’s license, for example, these
State officials are authorized to request
and receive NDR information to
determine whether the applicant’s
driver’s license has been withdrawn for
cause in any other State. Because the
NDR is a nationwide index, chief driver
licensing officials need to submit only a
single inquiry to obtain this
information.

State chief driver licensing officials
are also authorized under the NDR Act
to request NDR information on behalf of
other authorized NDR users for
transportation safety purposes. The NDR
Act authorized the following
transportation entities to receive NDR
information for limited transportation
safety purposes: The National
Transportation Safety Board and the
Federal Highway Administration for
accident investigation purposes;
employers and prospective employers of
motor vehicle operators; the Federal
Aviation Administration (FAA)
regarding any individual who has
received or applied for an airman’s
certificate; the Federal Railroad
Administration (FRA) and employers or
prospective employers of railroad
locomotive operators; and the U. S.
Coast Guard regarding any individual
who holds or who has applied for a
license, certificate of registry, or a
merchant mariner’s document. The Act
also provided that individuals could
learn whether information about
themselves is on the NDR file and could
receive any such information.

On October 9, 1996, the Pilot Records
Improvement Act of 1996, Pub. L. 104—
264, was enacted into law. Section 502
of that Act contained an amendment to
the NDR Act of 1982, as amended, 49
U.S.C. 30305, authorizing air carriers to
receive NDR information regarding
individuals who are seeking
employment with an air carrier as a
pilot.

Procedures for Requesting and
Receiving NDR Information

The procedures that air carriers would
use to receive NDR information would
be similar to those used by the
employers of motor vehicle and railroad
locomotive operators, the FAA, the
FRA, and the U. S. Coast Guard in
checking their applicants for
employment or certification.

Alir carriers may not initiate a request
for NDR information. Rather, the
individual seeking employment as a
pilot must do so. To initiate a request,
the individual must either complete,
sign and submit a request for an NDR
file search, or authorize the air carrier to
request the NDR file search by
completing and signing a written
consent. The request or written consent
must state that NDR records are being
requested; state specifically who is
authorized to receive the records; be
dated and signed by the individual (the
pilot); and specifically state that the
authorization is valid for only one
search of the NDR. It must also
specifically state that the NDR identifies
“probable’” matches that require further
inquiry for verification, that it is
recommended (but not required) that
the air carrier verify matches with the
state of record, and state that
individuals have the right to request
NDR records regarding themselves to
verify the accuracy of any information
on the file pertaining to them.

The Pilot Records Improvement Act
provides that an individual, about
whom a request has been made, is
entitled to receive written notice about
the request for records and of the
individual’s right to receive a copy of
any records provided to the prospective
employer. Accordingly, the request or
written consent that the individual
completes must also include this notice.

The Pilot Records Improvement Act
also provides that requests for NDR
information are to be submitted through
State chief driver licensing officials.
Such requests may be submitted
through the chief driver licensing
official of any State that participates in
the NDR’s Problem Driver Pointer
System (PDPS). Currently, 49 States (all
States, except for the State of Oregon
and the District of Columbia) participate



27194

Federal Register / Vol. 62, No. 96 / Monday, May 19, 1997 / Rules and Regulations

in the NDR PDPS. The agency
recognizes, however, that even
participating States will require some
time to develop procedures for
processing these air carrier requests and
to train their personnel in the new
procedures. Accordingly, to provide the
States with sufficient preparation time,
the NDR will accept air carrier requests
for NDR information directly for a
limited period of time. The regulation
provides that such requests may be
submitted directly to the NDR for
processing until September 30, 1997.
After that date, air carrier requests must
be submitted through a State chief
driver licensing official. The agency
believes this period (until September 30,
1997) will provide sufficient planning
time for participating States.

The regulation provides that requests
submitted through State chief driver
licensing officials must follow
procedures established by the State and
requests submitted directly to the NDR
must follow NDR procedures. For
example, individuals must verify their
identity in accordance with State
procedures when they submit requests
through a State. When individuals
submit requests directly to the NDR,
their requests must be notarized.

If a request has been submitted
directly to the NDR, the response will be
provided from the NDR directly to the
air carrier. If a request has been
submitted through a State chief driver
licensing official, the response will be
provided from the NDR to the chief
driver licensing official, who in turn
will provide it to the air carrier.

The NDR response will indicate
whether a match (probable
identification) was found and, if so, the
response will also identify the State in
which the full substantive record can be
found (the State of record). The agency
encourages air carriers that receive
matches to obtain the substantive data
relating to the match from the State of
record to determine whether the person
described in the record is in fact the
subject individual before taking further
action. Air carriers will not receive
information that was entered in the NDR
if the information concerns a licensing
action that took place more than five
years before the date of the request,
unless the information concerns a
revocation or suspension still in effect
on the date of the request.

The Pilot Records Improvement Act of
1996 further provided that air carriers
that maintain, or request and receive
NDR information about an individual
must provide the individual a
reasonable opportunity to submit
written comments to correct any
inaccuracies contained in the records

before making a final hiring decision
with respect to the individual.

For additional information regarding
requests authorized under the Pilot
Records Improvement Act of 1996,
including sample forms, see FAA
Advisory Circular 120-68.

Part 1327 currently provides that a
third party may be used by a person
authorized to receive NDR information
(an authorized user) to forward requests
for NDR file searches to the NDR;
however, the third party requester may
not receive the NDR response since the
third party is not authorized by the NDR
Act to receive NDR information. Part
1327 provides that both the authorized
user and the individual concerned must
sign a written consent authorizing the
third party to forward requests for NDR
file searches to the NDR. This portion of
part 1327 has not been changed by this
interim final. The authorized users to
which this provision applies will
expand to include air carriers.

Interim Final Rule

This notice is published as an interim
final rule. Accordingly, the changes to
part 1327 described above are fully in
effect and binding upon the date of the
notice’s publication. No further
regulatory action by NHTSA is
necessary to make these changes
effective.

Section 502(d) of the Pilot Records
Improvement Act of 1996, provides that
air carriers hiring individuals as pilots
will be authorized to receive NDR
information regarding applications first
received by the carriers on or after
February 6, 1997. In an effort to
establish the procedures to permit pilots
to submit requests to the NDR and air
carriers to receive NDR information as
close as possible to the February 6 date,
these regulatory changes have been
made in an interim final rule, without
prior notice and opportunity for
comment. In addition, the changes made
to the regulation in this interim final
rule simply reflect the statutory
amendments enacted by the Pilot
Records Improvement Act. Further, the
procedures that have been established
in this interim final rule for requesting
that NDR information be provided to air
carriers are nearly identical to the
procedures already being followed by
the States, by airmen and by others in
the field of transportation safety. Those
procedures were established by a
rulemaking process during which notice
and an opportunity to comment were
provided.

NHTSA requests comments on these
regulatory changes. All comments
submitted in response to this notice will
be considered by the agency. Following

the close of the comment period,
NHTSA will publish a notice
responding to the comments and, if
appropriate, will further amend the
provisions of part 1327.

Written Comments

Interested persons are invited to
comment on this interim final rule. It is
requested, but not required, that ten
copies be submitted.

All comments must be limited to 15
pages in length. Necessary attachments
may be appended to those submissions
without regard to the 15-page limit. (49
CFR 553.21.) This limitation is intended
to encourage commenters to detail their
primary arguments in a concise fashion.

Written comments to the public
docket must be received by July 18,
1997. All comments received before the
close of business on the comment
closing date, will be considered and will
be available for examination in the
docket at the above address before and
after that date. To the extent possible,
comments filed after the closing date
will also be considered. However, the
rulemaking action may proceed at any
time after that date. Following the close
of the comment period, NHTSA will
publish a notice responding to the
comments and, if appropriate, NHTSA
will amend the provisions of this rule.
NHTSA will continue to file relevant
material in the docket as it becomes
available after the closing date, and it is
recommended that interested persons
continue to examine the docket for new
material.

Those persons desiring to be notified
upon receipt of their comments in the
docket should enclose, in the envelope
with their comments, a self-addressed
stamped postcard. Upon receiving the
comments, the docket supervisor will
return the postcard by mail.

Copies of all comments will be placed
in Docket 84—-02; Notice 11 of the
NHTSA Docket Section in Room 5109,
Nassif Building, 400 Seventh Street,
SW., Washington, DC 20590.

Regulatory Analyses and Notice

Executive Order 12778 (Civil Justice
Reform)

This interim final rule will not have
any preemptive or retroactive effect. The
enabling legislation does not establish a
procedure for judicial review of final
rules promulgated under its provisions.
There is no requirement that individuals
submit a petition for reconsideration or
other administrative proceedings before
they may file suit in court.
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Executive Order 12866 (Regulatory
Planning and Review) and DOT
Regulatory Policies and Procedures

The agency has determined that this
action is not a significant regulatory
action within the meaning of Executive
Order 12866 or Department of
Transportation Regulatory Policies and
Procedures. The changes in this interim
final rule merely reflect amendments
contained in Public Law 104-264.
Accordingly, a full regulatory evaluation
is not required.

Regulatory Flexibility Act

In compliance with the Regulatory
Flexibility Act (Pub. L. 96-354, 5 U.S.C.
601-612), the agency has evaluated the
effects of this action on small entities.
Based on the evaluation, we certify that
this action will not have a significant
impact on a substantial number of small
entities. Accordingly, the preparation of
a Regulatory Flexibility Analysis is
unnecessary.

Paperwork Reduction Act

There are reporting requirements
contained in the regulation that this rule
is amending that are considered to be
information collection requirements, as
that term is defined by the Office of
Management and Budget (OMB) in 5
CFR part 1320. Accordingly, these
requirements have been submitted
previously to and approved by OMB,
pursuant to the requirements of the
Paperwork Reduction Act (44 U.S.C.
3501, et seq.). These requirements had
been approved through October 31,
1996, under OMB No. 2127-0001. A
request for an extension of the OMB
approval until the year 2000 is currently
pending.

National Environmental Policy Act

The agency has analyzed this action
for the purpose of the National
Environmental Policy Act of 1969 (42
U.S.C. 4321 et seq.) and has determined
that it will not have any significant
impact on the quality of the human
environment.

Executive Order 12612 (Federalism
Assessment)

This action has been analyzed in
accordance with the principles and
criteria contained in Executive Order
12612, and it has been determined that
this action does not have sufficient
federalism implications to warrant the
preparation of a federalism assessment.
Accordingly, the preparation of a
Federalism Assessment is not
warranted.

List of Subjects in 23 CFR Part 1327

Driver licensing, Driver records,
Highway safety, National Driver
Register, Transportation safety.

In consideration of the foregoing, title
23 of the CFR is amended as follows:

PART 1327—PROCEDURES FOR
PARTICIPATING IN AND RECEIVING
INFORMATION FROM THE NATIONAL
DRIVER REGISTER PROBLEM DRIVER
POINTER SYSTEM

1. The authority citation for part 1327
will continue to read as follows:

Authority: Pub. L. 97-364, 96 Stat. 1740,
as amended (49 U.S.C. 30301, et seq.);
delegation of authority at 49 CFR 1.50.

§1327.6 [Amended]

2. Section 1327.6 is amended by
redesignating paragraphs (f) and (g) as
paragraphs (g) and (h), and by adding a
new paragraph (f) as follows:

* * * * *

(f) Air carriers. (1) To initiate an NDR
file check, the individual seeking
employment as a pilot with an air
carrier shall either:

(i) Complete, sign and submit a
request for an NDR file check directly to
the chief driver licensing official of a
participating State in accordance with
procedures established by the State for
this purpose; or

(ii) Authorize, by completing and
signing a written consent, the air carrier
with whom the individual is seeking
employment to request a file check
through the chief driver licensing
official of a participating State in
accordance with procedures established
by that State for this purpose.

(2) Until September 30, 1997, an NDR
file check initiated under either
paragraph (f)(1)(i) or (f)(1)(ii) of this
section may be submitted directly to the
NDR in accordance with procedures
established by the NDR rather than
through the chief driver licensing
official of a participating State in
accordance with procedures established
by that State for this purpose.

(3) The request for an NDR file check
or the written consent, whichever is
used, must:

(i) State that NDR records are to be
released;

(ii) State as specifically as possible
who is authorized to receive the records;

(iii) Be dated and signed by the
individual (or legal representative as
appropriate);

(iv) Specifically state that the
authorization is valid for only one
search of the NDR;

(v) Specifically state that the NDR
identifies probable matches that require
further inquiry for verification; that it is

recommended, but not required, that the
prospective employer verify matches
with the State of record; and that
individuals have the right to request
records regarding themselves from the
NDR to verify their accuracy; and

(vi) Specifically state that, pursuant to
Section 502 of the Pilot Records
Improvement Act of 1996, the request
(or written consent) serves as notice of
a request for NDR information
concerning the individual’s motor
vehicle driving record and of the
individual’s right to receive a copy of
such information.

(4) Air carriers that maintain, or
request and receive NDR information
about an individual must provide the
individual a reasonable opportunity to
submit written comments to correct any
inaccuracies contained in the records
before making a final hiring decision
with respect to the individual.

(5) In the case of a match (probable
identification), the air carrier should
obtain the substantive data relating to
the record from the State of record and
verify that the person named on the
probable identification is in fact the
individual concerned before using the
information as a basis for any action
against the individual.
* * * * *

Issued on: May 13, 1997.
Ricardo Martinez, M.D.,
Administrator, National Highway Traffic
Safety Administration.
[FR Doc. 97-12925 Filed 5-16-97; 8:45 am]
BILLING CODE 4910-59-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[DE-28-1009; FRL-5823-4]

Approval and Promulgation of Air
Quality Implementation Plans; State of

Delaware; Enhanced Motor Vehicle
Inspection and Maintenance Program

ACTION: Final conditional approval.

SUMMARY: EPA is granting conditional
approval of a State Implementation Plan
(SIP) revision submitted by the State of
Delaware. This revision establishes and
requires the implementation of a low
enhanced motor vehicle inspection and
maintenance (I/M) program in the
counties of Kent and New Castle. The
intended effect of this action is to
conditionally approve the Delaware
enhanced motor vehicle I/M program.
EPA is conditionally approving
Delaware’s SIP revision based on the
fact that: Delaware’s SIP is deficient in
certain aspects with respect to the
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requirements of the Act and EPA’s I/M
program regulations. Delaware has made
a commitment in a letter, dated March
6, 1997, to work with EPA to address
the noted deficiencies by a date certain
within one year from June 18, 1997.
This action is taken under section 110
of the 1990 Clean Air Act(CAA).
EFFECTIVE DATE: This final rule is
effective on June 18, 1997.

ADDRESSES: Copies of the documents
relevant to this action are available for
public inspection during normal
business hours at the Air, Radiation,
and Toxics Division, U.S.
Environmental Protection Agency,
Region 111, 841 Chestnut Building,
Philadelphia, Pennsylvania 19107 and
the Delaware Department of Natural
Resources and Environmental Control,
Air Quality Management Section,
Division of Air and Waste Management,
89 Kings Highway, P.O. Box 1401,
Dover, Delaware, 19903.

FOR FURTHER INFORMATION CONTACT: Paul
T. Wentworth, P.E. at 215566—-2183 at
the EPA Region Il address above, or via
e-mail at
Wentworth.Paul@epamail.epa.gov.

SUPPLEMENTARY INFORMATION:
l. Background

On February 5, 1997, (62 FR 5361),
EPA published a notice of proposed
rulemaking (NPR) for the State of
Delaware. The NPR proposed
conditional approval of Delaware’s low
enhanced inspection and maintenance
program, submitted on February 17,
1995 and supplemented on November
30, 1995, by the Delaware Department of
Natural Resources and Environmental
Control (DNREC). A description of
Delaware’s submittal and EPA’s
rationale for its proposed action were
presented in the NPR and will not be
restated here.

11. Public Comments/Response to Public
Comments

There were no comments received
during the public comment period on
this notice.

I11. Conditional Approval

Under the terms of EPA’s February 5,
1997 notice of proposed conditional
approval rulemaking (62 FR 5361),
Delaware was required to make
commitments to remedy deficiencies
with the I/M program SIP (as specified
in the above notice) within twelve
months of today’s final conditional
approval notice. On March 6, 1997,
Christophe Tulou, Secretary of the
Delaware DNREC, submitted a letter to
Michael McCabe, Regional
Administrator, EPA Region I,

committing to address, by a date certain,
all of the deficiencies listed in EPA’s
February 5, 1997 NPR. EPA has
indicated in its acknowledgment letter
to Delaware that it interprets this letter
as a commitment to remedy all of the
deficiencies that are listed in the
proposed conditional approval notice 62
FR 5361) by June 18, 1997.

Because Delaware has submitted the
commitment letter called for in EPA’s
February 5, 1997 NPR, EPA is today
taking final conditional approval action
upon the Delaware I/M SIP, under
section 110 of the CAA.

IV. Final Rulemaking Action

EPA is conditionally approving
Delaware’s low enhanced I/M program
as a revision to the Delaware SIP, based
upon certain conditions. Should the
State fail to fulfill the conditions by the
deadline of no more than one year from
June 18, 1997, this conditional approval
will convert to a disapproval pursuant
to CAA section 110(k). In that event,
EPA would issue a letter to notify the
State that the conditions had not been
met, and that the approval had
converted to a disapproval.

VI. Administrative Requirements

Nothing in this action should be
construed as permitting or allowing or
establishing a precedent for any future
request for revision to any state
implementation plan. Each request for
revision to the state implementation
plan shall be considered separately in
light of specific technical, economic,
and environmental factors and in
relation to relevant statutory and
regulatory requirements.

A. Executive Order 12866

This action has been classified as a
Table 3 action for signature by the
Regional Administrator under the
procedures published in the Federal
Register on January 19, 1989 (54 FR
2214-2225), as revised by a July 10,
1995 memorandum from Mary Nichols,
Assistant Administrator for Air and
Radiation. The Office of Management
and Budget (OMB) has exempted this
regulatory action from E.O. 12866
review.

B. Regulatory Flexibility Act

Under the Regulatory Flexibility Act,
5 U.S.C. 600 et seq., EPA must prepare
a regulatory flexibility analysis
assessing the impact of any proposed or
final rule on small entities. 5 U.S.C. 603
and 604. Alternatively, EPA may certify
that the rule will not have a significant
impact on a substantial number of small
entities. Small entities include small
businesses, small not-for-profit

enterprises, and government entities
with jurisdiction over populations of
less than 50,000.

Conditional approvals of SIP
submittals under section 110 and
subchapter I, part D of the CAA do not
create any new requirements but simply
approve requirements that the State is
already imposing. Therefore, because
the Federal SIP approval does not
impose any new requirements, EPA
certifies that it does not have a
significant impact on any small entities
affected. Moreover, due to the nature of
the Federal-State relationship under the
CAA, preparation of a flexibility
analysis would constitute Federal
inquiry into the economic
reasonableness of state action. The
Clean Air Act forbids EPA to base its
actions concerning SIPs on such
grounds. Union Electric Co. v. U.S. EPA,
427 U.S. 246, 255-66 (1976); 42 U.S.C.
7410(a)(2).

If the conditional approval is
converted to a disapproval under
section 110(k), based on the State’s
failure to meet the commitment, it will
not affect any existing state
requirements applicable to small
entities. Federal disapproval of the state
submittal does not affect its state-
enforceability. Moreover, EPA’s
disapproval of the submittal does not
impose a new Federal requirement.
Therefore, EPA certifies that this
disapproval action does not have a
significant impact on a substantial
number of small entities because it does
not remove existing requirements nor
does it substitute a new federal
requirement.

C. Unfunded Mandates

Under Section 202 of the Unfunded
Mandates Reform Act of 1995
(“Unfunded Mandates Act”), signed
into law on March 22, 1995, EPA must
prepare a budgetary impact statement to
accompany any proposed or final rule
that includes a Federal mandate that
may result in estimated costs to State,
local, or tribal governments in the
aggregate; or to private sector, of $100
million or more. Under Section 205,
EPA must select the most cost-effective
and least burdensome alternative that
achieves the objectives of the rule and
is consistent with statutory
requirements. Section 203 requires EPA
to establish a plan for informing and
advising any small governments that
may be significantly or uniquely
impacted by the rule.

EPA has determined that the
conditional approval action
promulgated does not include a Federal
mandate that may result in estimated
costs of $100 million or more to either



Federal Register / Vol. 62, No. 96 / Monday, May 19, 1997 / Rules and Regulations

27197

State, local, or tribal governments in the
aggregate, or to the private sector. This
Federal action approves pre-existing
requirements under State or local law,
and imposes no new requirements.
Accordingly, no additional costs to
State, local, or tribal governments, or to
the private sector, result from this
action.

D. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A) as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, EPA
submitted a report containing this rule
and other required information to the
U.S. Senate, the U.S. House of
Representatives and the Comptroller
General of the General Accounting
Office prior to publication of the rule in
today’s Federal Register. This rule is
not a ““major rule” as defined by 5
U.S.C. 804(2).

E. Petitions for Judicial Review

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by July 18, 1997.

Filing a petition for reconsideration
by the Administrator of this final rule to
conditionally approve the Delaware
enhanced I/M SIP does not affect the
finality of this rule for the purposes of
judicial review, nor does it extend the
time within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements. (See section
307(b)(2) of the Administrative
Procedures Act).

List of Subjects in 40 CFR Part 52
Environmental protection, Air
pollution control, Carbon monoxide,
Hydrocarbons, Nitrogen dioxide, Ozone,
Reporting and record keeping
requirements.
Dated: April 29, 1997.
W. Wisniewski,
Acting Regional Administrator, Region Ill.
Chapter I, title 40, of the Code of
Federal Regulations is amended as
follows:

PART 52—[AMENDED]

1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401-7671q.

Subpart I—Delaware

2. Section 52.424 is amended by
adding paragraph (b) to read as follows:

§52.424 Conditional Approval.
* * * * *

(b) The State of Delaware’s February
17, 1995 submittal for an enhanced
motor vehicle inspection and
maintenance (I/M) program, and the
November 30, 1995 submittal of the
performance standard evaluation of the
low enhanced program, is conditionally
approved based on certain
contingencies.

The following conditions must be
addressed in a revised SIP submission.
Along with the conditions listed is a
separate detailed I/M checklist
explaining what is required to fully
remedy the deficiencies found in the
proposed notice of conditional
approval. This checklist is found in the
Technical Support Document (TSD),
located in the docket of this rulemaking,
that was prepared in support of the
proposed conditional I/M rulemaking
for Delaware. This checklist and
Technical Support document are
available at the Air, Radiation, and
Toxics Division, 841 Chestnut Bldg.,
Philadelphia, PA 19107, Telephone
(215) 566-2183. By no later than one
year from June 18, 1997, Delaware must
submit a revised SIP that meets the
following conditions for approvability:

(1) Provide a statement from an
authorized official that the authority to
implement Delaware’s I/M program as
stated above will continue through the
attainment date and provide ZIP code
information for the affected counties
under the I/M program.

(2) Submit to EPA adopted regulations
or procedures that implement an on-
road vehicle testing program and
remodel its program and demonstrate
compliance with the I/M parameter
standard so that it meets all the
requirements of 40 CFR 51.351.

(3) Submit to EPA a description of the
evaluation schedule and protocol, the
sampling methodology, the data
collection and analysis system, the
resources and personnel for evaluation,
and related details of the evaluation
program, and the legal authority
enabling the evaluation program that
meet all the requirements of 40 CFR
51.353.

(4) Submit to EPA procedures or
regulations that detail the number of
personnel and equipment dedicated to
the quality assurance program, data
collection, data analysis, program
administration, enforcement, public
education and assistance, on-road
testing and other necessary functions
that meet all the requirements of 40 CFR
51.354.

(5) Submit to EPA procedures or
regulations that meet the requirements
of 40 CFR 51.355. This includes a

description of the test year selection
scheme, and how the test frequency is
integrated into the enforcement process.
This description must include the legal
authority, regulations or contract
provisions to implement and enforce the
test frequency. The program must be
designed to provide convenient service
to the motorist by ensuring short wait
times, short driving distances and
regular testing hours.

(6) Submit to EPA a description of
vehicles covered by Delaware’s I/M
program, broken down by model year,
and weight; an accounting for registered
vehicles and those required to be
registered in order to provide an
estimate of unregistered vehicles subject
to the I/M program. Delaware also needs
to submit provisions in its regulations
that provide for fleet testing; testing
vehicles registered in other program
areas; and provide the legal authority or
rules necessary to implement fleet
testing. With regard to the fleet
inspection program, Delaware needs to
develop regulations and procedures that
address fleet inspections and account
for this in its vehicle coverage and in
the modeling of the performance
standard. In addition, Delaware must
provide information on exempted
vehicles regarding number, fleet
percentage and account for them in its
emissions reduction analysis. This
submission must meet the requirements
of 40 CFR 51.356.

(7) Submit to EPA procedures or
regulations that address the
requirements of 40 CFR 51.357.

(8) Submit to EPA regulations or
procedures that address the
requirements of 40 CFR 51.358.

(9) Submit to EPA regulations or
procedures that address the
requirements of 40 CFR 51.359,
including: a quality control procedures
manual or related document; proper
calibration measures and associated
recordkeeping; preventive maintenance
measures/provisions for proper
recording of quality control information.

(10) Submit to EPA regulations and/
or procedures that address the
requirements of 40 CFR 51.360. These
include: provisions that implement a
consumer price index (CPI) adjusted
$450 waiver for Kent and New Castle
Counties, where the low enhanced
program applies.

(11) Submit to EPA regulations and/
or procedures that meet the
requirements of 40 CFR 51.361,
including providing EPA with the
specific details of its Motorist
Compliance Enforcement program,
providing a commitment to maintain a
specified enforcement level to be used
for modeling purposes. Also Delaware
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must provide regulations and legislation
that implement a registration denial
system.

(12) Submit to EPA regulations or
procedures that meet the requirements
of 40 CFR 51.362, including: providing
procedures or regulations that detail
how the motorist compliance
enforcement oversight program will be
implemented and a demonstration of
the program’s functionality.

(13) Submit to EPA regulations or
procedures that meet the requirements
of 40 CFR 51.363, including: providing
procedures or regulations that detail
how the quality assurance motorist
compliance enforcement oversight
program will be implemented and a
demonstration of the program’s
functionality.

(14) Submit to EPA regulations or
procedures that meet all the
requirements of 40 CFR 51.364,
including: providing the legal authority
for establishing and imposing penalties,
civil fines, license suspensions and
revocations; providing quality assurance
officials of the state with the authority
to temporarily suspend station and/or
inspector licenses immediately upon
finding a violation that directly affects
emissions reduction benefits, or an
official opinion explaining any state
constitutional impediments to such
immediate suspension authority; and
providing a description of the
administrative and judicial procedures
and responsibilities relevant to the
enforcement process, including which
agencies courts and jurisdictions are
involved, who will prosecute and
adjudicated cases and the resources and
sources of the those resources which
will support this function.

(15) Demonstrate that Delaware has
existing data procedures that meet the
requirements of 40 CFR 51.365; or
develop and submit to EPA regulations,
or procedures that meet all the
requirements of 40 CFR 51.365.

(16) Demonstrate that Delaware has
existing data analysis procedures that
meet the requirements of 40 CFR 51.366
or develop and submit provisions/
procedures that meet the requirements
of 40 CFR 51.366.

(17) Provide to the EPA details of the
inspectors training course along with
addressing all of the requirements of 40
CFR 51.367.

(18) Provide to the EPA the details of
the provisions and/or measures that will
implement to protect the consumer and
provide for the public awareness as well
as address the rest of the requirements
of 40 CFR 51.368.

(19) Provide to the EPA the details of
the technician training course that it is

developing and address the
requirements of 40 CFR 51.369.

(20) Provide to the EPA documents
and/or provisions that meet the
requirements of 40 CFR 51.370,
including: providing details of its
provisions to ensure that vehicles
subject to enhanced I/M and are
included in an emission related to
recall, receive the required repairs prior
to completing the emissions test and or
renewing the vehicle registration.

(21) Meet the requirements of 40 CFR
51.371, including: adopting legislation
that gives authority to implement an on-
road testing program; providing details
of an on-road testing program.

[FR Doc. 97-12629 Filed 5-16-97; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52

[DE027-1006; FRL-5823-3]
Approval and Promulgation of Air
Quality Implementation Plans;

Delaware—15 Percent Rate of
Progress Plan

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is conditionally
approving a State Implementation Plan
(SIP) revision submitted by the State of
Delaware to meet the 15 Percent Rate of
Progress Plan (RPP) requirements of the
Clean Air Act (CAA). EPA is
conditionally approving the SIP because
the 15 Percent RPP, submitted by
Delaware, will result in significant
emission reductions in volatile organic
compounds (VOCs) from the 1990
baseline and thus, will provide progress
toward attainment of the ozone
standard. This action is being taken
under section 110 of the CAA.

EFFECTIVE DATE: The final rule is
effective on June 18, 1997.

ADDRESSES: Copies of the documents
relevant to this action are available for
public inspection during normal
business hours at the Air, Radiation,
and Toxics Division, Environmental
Protection Agency, Region Ill, 841
Chestnut Building, Philadelphia,
Pennsylvania 19107; and the Delaware
Department of Natural Resources &
Environmental Control, 89 Kings
Highway, P.O. Box 1401, Dover,
Delaware 19903.

FOR FURTHER INFORMATION CONTACT: Rose
Quinto, (215) 566-2182, at the EPA
Region I1l address above.

SUPPLEMENTARY INFORMATION: On
February 5, 1997 (62 FR 5357), EPA
published a notice of proposed
rulemaking (NPR) for the State of
Delaware. The NPR proposed
conditional approval of Delaware’s 15
Percent RPP. The formal SIP revision
was submitted by the Delaware
Department of Natural Resources and
Environmental Control (DNREC) on
February 17, 1995.

Other specific requirements of the 15
Percent RPP and the rationale for EPA’s
proposed action are explained in the
NPR and will not be restated here. No
public comments were received during
the comment period on the NPR. On
March 6, 1997, EPA received a letter
form the Secretary of Delaware DNREC
committing to address the deficiencies
identified in the proposed I/M SIP by a
date certain within 1 year of this final
conditional ruling.

Final Action

EPA is conditionally approving the 15
Percent RPP as a revision to the
Delaware SIP. As credits from
Delaware’s enhanced I/M program are
part of the 15 Percent RPP, EPA is also,
via a separate rulemaking, conditionally
approving Delaware’s I/M SIP. Once
Delaware satisfies the conditions of its
I/M rulemaking and receives full
approval, EPA will fully approve the 15
Percent RPP. Conversely, if the I/M
rulemaking converts to a final
disapproval, EPA’s conditional approval
of the 15 Percent RPP would also
convert to a disapproval.

Nothing in this action should be
construed as permitting or allowing or
establishing a precedent for any future
request for revision to any SIP. Each
request for revision to the
implementation plan shall be
considered separately in light of specific
technical, economic, and environmental
factors and in relation to relevant
statutory and regulatory requirements.

Administrative Requirements
A. Executive Order 12866

This action has been classified as a
Table 3 action for signature by the
Regional Administrator under the
procedures published in the Federal
Register on January 19, 1989 (54 FR
2214-2225), as revised by a July 10,
1995 memorandum from Mary Nichols,
Assistant Administrator for Air and
Radiation. The Office of Management
and Budget (OMB) has exempted this
regulatory action from E.O. 12866
review.

B. Regulatory Flexibility Act

Under the Regulatory Flexibility Act,
5 U.S.C. 600 et seq., EPA must prepare
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a regulatory flexibility analysis
assessing the impact of any proposed or
final rule on small entities. 5 U.S.C. 603
and 604. Alternatively, EPA may certify
that the rule will not have a significant
impact on a substantial number of small
entities. Small entities include small
businesses, small not-for-profit
enterprises, and government entities
with jurisdiction over populations of
less than 50,000.

Conditional approvals of SIP
submittals under section 110 and
subchapter I, part D of the CAAA do not
create any new requirements, but
simply approve requirements that the
state is already imposing. Therefore,
because the Federal SIP approval does
not impose any new requirements, EPA
certifies that it does not have a
significant impact on any small entities
affected. Moreover, due to the nature of
the Federal-State relationship under the
CAAA, preparation of a regulatory
flexibility analysis would constitute
Federal inquiry into the economic
reasonableness of state action. The
CAAA forbids EPA to base its actions
concerning SIPs on such grounds.
Union Electric Co. v US EPA, 427 US
246, 256-66 (1976); 42 U.S.C.
7410(a)(2).

If the conditional approval is
converted to a disapproval under
section 110(k), based on the State’s
failure to meet the commitment, it will
not affect any existing state
requirements applicable to small
entities. Federal disapproval of the state
submittal does not affect its state-
enforceability. Moreover, EPA’s
disapproval of the submittal does not
impose a new Federal requirement.
Therefore, EPA certifies that this
disapproval action does not have a
significant impact on a substantial
number of small entities because it does
not remove existing requirements nor
does it substitute a new federal
requirement.

C. Unfunded Mandates

Under Sections 202 of the Unfunded
Mandates Reform Act of 1995
(“Unfunded Mandates Act”), signed
into law on March 22, 1995, EPA must
prepare a budgetary impact statement to
accompany any proposed or final rule
that includes a Federal mandate that
may result in estimated costs to State,
local, or tribal governments in the
aggregate; or to private sector, of $100
million or more. Under section 205,
EPA must select the most cost effective
and least burdensome alternative that
achieves the objectives of the rule and
is consistent with statutory
requirements. Section 203 requires EPA
to establish a plan for informing and

advising any small governments that
may be significantly or uniquely
impacted by the rule.

EPA has determined that the
conditional approval action
promulgated does not include a Federal
mandate that may result in estimated
costs of $100 million or more to either
State, local, or tribal governments in the
aggregate, or to the private sector. This
federal action, conditionally approving
Delaware 15% Rate of Progress Plan,
approves pre-existing requirements
under State or local law, and imposes
no new requirements. Accordingly, no
additional costs to State, local, or tribal
governments, or to private sector, result
from this action.

D. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A) as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, EPA
submitted a report containing this rule
and other required information to the
U.S. Senate, the U.S. House of
Representatives and the Comptroller
General of the General Accounting
Office prior to the publication of the
rule in today’s Federal Register. This
rule is not a ““major rule’’ as defined by
5 U.S.C. 804(2).

E. Petitions for Judicial Review

Under section 307(b)(1) of the CAA,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by July 18, 1997. Filing a petition
for reconsideration by the Administrator
of this final rule conditionally
approving Delaware’s 15% RPP does not
affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action
pertaining to the Delaware 15% RPP
may not be challenged later in
proceedings to enforce its requirements.
(See section 307(b)(2).)

List of Subjects in 40 CFR Parts 52

Environmental protection, Air
pollution control, Hydrocarbons,
Reporting and recordkeeping, Ozone,
Volatile organic compounds.

Dated: April 29, 1997.

William T. Wisniewski,
Acting Regional Administrator Region Ill.

Chapter I, title 40, of the Code of

Federal Regulations is amended as
follows:

PART 52—[AMENDED]

1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401-7671q.

Subpart I—Delaware

2. Section 52.424 is added to read as
follows:

§52.424 Conditional approval

(a) EPA is conditionally approving as
a revision to the Delaware State
implementation plan the 15 Percent
Rate of Progress Plan and associated
contingency measures for the Delaware
0zone nonattainment areas classified as
severe, namely Kent and New Castle
Counties, submitted by the Secretary of
Delaware Department of Natural
Resources and Environmental Control
on February 17, 1995. EPA is also
conditionally approving the I/M SIP in
a separate rulemaking, as credits from
that program are part of the 15 Percent
RPP. By no later than one year from
June 18, 1997, Delaware must submit a
revised I/M SIP that meets the
conditions stated in the I/M SIP final
rulemaking. Once Delaware satisfies the
conditions of its I/M rulemaking and
receives full approval, EPA will fully
approve the 15 Percent RPP SIP.
Conversely, if the I/M rulemaking
converts to a final disapproval, EPA’s
conditional approval of the 15 Percent
RPP SIP would also convert to a
disapproval.

(b) [Reserved].

[FR Doc. 97-12634 Filed 5-16-97; 8:45 am]
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